India announced our collaboration with Merck KGaA, Darmstadt, Germany to develop mAb candidates for COVID-19 
treatment and possibly prevention (see attached press release). The candidates are being advanced with a goal to 
optimize ease of implementation and affordability to enable access and use, including in low-income countries. 


We think, and hope you agree, that this partnership will bring us closer to achieving some of the goals articulated in our 
recently published Expanding Access to Monoclonal Antibody-based Products: A Global Call te Action, commissioned by 
and prepared in partnership with Wellcome. In it, we challenge global health organizations to form innovative 
partnerships to address the need for prompt, equitable, and affordable access to mAbs worldwide. The collaboration 
among IAVI, Serum Institute of India, and Merck KgaA is the kind of partnership that could set an important precedent 
for achieving affordable access to SARS-CoV-2 mAbs in low- and middle-income countries and could potentially be 
applied more widely to life-saving mAbs for a range of infectious and non-communicable diseases. 


Under this agreement, we'll jointly advance IAVI/Scripps Research-developed highly potent mAbs that broadly neutralize 
commonly circulating variants of SARS-CoV-2, and these will be evaluated in clinical trials singly and potentially in 
combination. As you know, researchers at IAVI’s Neutralizing Antibody Center at Scripps Research were part of a team 
that identified these promising antibodies and demonstrated their protective efficacy in a preclinical animal model. 
Those results were published in Science in June 2020. 


Serum Institute will lead global manufacturing as well as commercialization in low- and middle-low-income countries, 
including India. Their experience with global procurement mechanisms will be a key factor in ensuring that the therapy, 
once approved, is rapidly and widely available and accessible. Merck KGaA will lead commercialization in developed 
countries. 


We believe that SARS-CoV-2 mAbs have the potential to play an important complementary role to future COVID- 

19 vaccines both for treatment and potentially for prevention, especially for those individuals who, due to age or 
medical conditions, may not benefit from vaccination, and for those who are not vaccinated. If SARS-CoV-2 neutralizing 
mAbs are shown to be efficacious and safe for COVID-19 treatment and prevention, implementing pathways to enable 
their equitable global access will be essential. 

Please let me know if you have any questions or would like additional information. 

| hope that you and your loved ones remain well and continue, as | do, to look forward to healthier, happier times. 
Very best, 

Mark 

Mark Feinberg, MD, PhD 

President and CEO 


IAVI 
b6 


COLL0000014134 


From: Freire, Maria (FNIH) (T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=8598D551D1D3455EAF14854C83F41D84-FREIREMC] 

Sent: 10/22/2020 11:52:24 PM 

To: Lane, Cliff (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane]; Collins, Francis (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee7 70-tabak|]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=17597cabce42247548e596778304f781f-austinc]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Parker, Ashley 
(INIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras) 

Subject: Re: IAVI and Serum Institute Announce Collaboration with Merck KGaA for SARS-CoV-2 Monoclonal Antibodies 


Totally agree with Cliff. M. 


From: "Lane, Cliff (NIH/NIAID) [E]" b6 
Date: Thursday, October 22, 2020 at 7:51:30 PM 
To: "Collins, Francis (NIH/OD) [E]" b6 "Wholley, David (FNIH) [T]" 
b6 . "Freire, Maria (FNIH) [T]" b6 >, "Tabak, Lawrence (NIH/OD) [E]" 
b6 "Austin, Christopher (NIH/NCATS) [E]" b6 "Anderson, 
James (NIH/OD) [E]" b6 >, "Parker, Ashley (NIH/OD) [E]" b6 


Subject: Re: [AVI and Serum Institute Announce Collaboration with Merck KGaA for SARS-CoV-2 
Monoclonal Antibodies 


(b) (5) 
Cliff 
From: "Collins, Francis (NIH/OD) [E]" < b6 
Date: Thursday, October 22, 2020 at 7:46 PM 
To: "Wholley, David (FNIH) [T]" < b6 "Freire, Maria (FNIH) [T]" < b6 Lawrence 
Tabak < b6 “Lane, Cliff (NIH/NIAID) [E]" < b6 “Austin, Christopher 
(NIH/NCATS) [E]" < b6 “Anderson, James (NIH/OD) [E]" < b6 
“Parker, Ashley (NIH/OD) [E]" < b6 


Subject: FW: IAVI and Serum Institute Announce Collaboration with Merck KGaA for SARS-CoV-2 Monoclonal 
Antibodies 


FYI will be interested in your thoughts on this. 


COLL0000014139 


From: Mark Feinberg < b6 

Sent: Thursday, October 22, 2020 10:24 AM 

To: Collins, Francis (NIH/OD) [E] < b6 

Subject: AVI and Serum Institute Announce Collaboration with Merck KGaA for SARS-CoV-2 Monoclonal Antibodies 
Importance: High 


Dear Francis, 


| hope this note finds you doing well in this complex time. Thanks so much for your ongoing efforts to apply the best 
science to address the COVID-19 pandemic. 


I'm writing to you today to update you of a new IAV! partnership that we hope will make a vital contribution to COVID- 
19 response and to enabling equitable access to monoclonal antibody (mAb) products: today IAVI and Serum Institute of 
India announced our collaboration with Merck KGaA, Darmstadt, Germany to develop mAb candidates for COVID-19 
treatment and possibly prevention (see attached press release). The candidates are being advanced with a goal to 
optimize ease of implementation and affordability to enable access and use, including in low-income countries. 


We think, and hope you agree, that this partnership will bring us closer to achieving some of the goals articulated in our 
recently published Expanding Access to Monoclonal Antibody-based Products: A Global Call to Action, commissioned by 
and prepared in partnership with Wellcome. In it, we challenge global health organizations to form innovative 
partnerships to address the need for prompt, equitable, and affordable access to mAbs worldwide. The collaboration 
among IAVI, Serum Institute of India, and Merck KgaA is the kind of partnership that could set an important precedent 
for achieving affordable access to SARS-CoV-2 mAbs in low- and middle-income countries and could potentially be 
applied more widely to life-saving mAbs for a range of infectious and non-communicable diseases. 


Under this agreement, we'll jointly advance IAVI/Scripps Research-developed highly potent mAbs that broadly neutralize 
commonly circulating variants of SARS-CoV-2, and these will be evaluated in clinical trials singly and potentially in 
combination. As you know, researchers at IAVI’s Neutralizing Antibody Center at Scripps Research were part of ateam 
that identified these promising antibodies and demonstrated their protective efficacy in a preclinical animal model. 
Those results were published in Science in June 2020. 


Serum Institute will lead global manufacturing as well as commercialization in low- and middle-low-income countries, 
including India. Their experience with global procurement mechanisms will be a key factor in ensuring that the therapy, 
once approved, is rapidly and widely available and accessible. Merck KGaA will lead commercialization in developed 
countries. 


We believe that SARS-CoV-2 mAbs have the potential to play an important complementary role to future COVID- 

19 vaccines both for treatment and potentially for prevention, especially for those individuals who, due to age or 
medical conditions, may not benefit from vaccination, and for those who are not vaccinated. If SARS-CoV-2 neutralizing 
mAbs are shown to be efficacious and safe for COVID-19 treatment and prevention, implementing pathways to enable 
their equitable global access will be essential. 

Please let me know if you have any questions or would like additional information. 

| hope that you and your loved ones remain well and continue, as | do, to look forward to healthier, happier times. 
Very best, 

Mark 

Mark Feinberg, MD, PhD 


President and CEO 
IAVI 


COLL0000014139 


COLL0000014139. 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 10/23/2020 11:09:54 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Austin, Christopher 
(INIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=17597cabce42247548e5967 78304f781f-austinc]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm] 

Subject: Tracker for new site opportunities 10-21-20_v2.xIsx 

Attachments: Tracker for new site opportunities 10-21-20_v2.xlsx 


In addition to the slides for this morning’s Oct 23 war room, please see the attached tracker of some other opportunities 
to address trial enrollment challenges that we have been following up on. 


COLL0000014140 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 10/23/2020 11:06:03 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf}; Tabak, Lawrence (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=17597cabce42247548e5967 78304f781f-austinc]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm] 

Subject: ACTIV Daily Update 20201023.pptx 

Attachments: ACTIV Daily Update 20201023.pptx 


Please see attached the slides for this morning's war room, Friday October 23. 


COLL0000014144 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 10/23/2020 11:22:46 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf}; Tabak, Lawrence (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Austin, Christopher 
(INIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=17597cabce42247548e5967 78304f781f-austinc]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm] 

Subject: ACTIV Leadership Meeting Action Items Recommendations 10212020.pptx 

Attachments: ACTIV Leadership Meeting Action Items Recommendations 10212020.pptx 


With apologies for sending multiple files, | just got this overall summary of the Leadership Team meeting action items 
and thought it might also be useful in the war room call this morning. The Excel spreadsheet drills down on what we 
have done to approach NIH ICs and others to find additional trial sites. 


COLL0000014146 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 
Sent: 10/22/2020 9:52:10 PM 
To: Stoffels, Paul [ b6 
cc: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Woodcock, Janet (FDA/CDER) 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9bc3fc3ebfcf48879f92169bd7644e29-Janet.Woodc]; Collins, Francis 
(NIH/OD) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Adam, Stacey (FNIH) (T] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Freire, Maria (FNIH) [T] 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d55 1d1d3455eaf14854c83f41d84-freiremc]; Lynn Marks 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=ddab9ae84c67464e8a10928c24710ec3-glmarksOS.m]; Harrigan, Rachel 
(HHS/IOS) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=41f4c4e7fa8c48359fe7fdcef26cbabc-Rachel.Harr]; William Erhardt 
b6 Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4] 
Subject: ACTIV/TransCelerate Discussion 


Dear Paul: 


(&) 4), (&) (S) 


COLL0000014152 


(b) 4). &) 6) 


David 


David Wholley 
Senior Vice-President, Research Partnerships 
Foundation for the National Lnstitutes of Health 
b6 
1400 Rockville Pike Suite 600 North Bethesda, MD 20852 


In 2019, the FNIH earned the highest rating from Charity Navigator for the fifth consecutive year and was recognized 


as an organization that exceeds industry standards. 


COLL0000014152 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 10/23/2020 4:27:30 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Sharpless, Norman (NIH/NCI) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=340f3d07b6644da7acaS 3ab83dc066ef-sharplessne]; Hammerman, Peter 
[ v6 Scott Patterson | b6 

cc: McManus, Ayanna (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=bcf06de08ba845249b9b36ad2 16e237e-amcmanus]; Wood, Gretchen 
(NIH/OD) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5d1e0e1a8f76c1f-woodgs]; Togashi, Mieko (NIH/NCI) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=136a7 3bd42274938aa46 7e738767f83e-togashim]; 

b6 Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa742841Sbb86087d08b628e6f-melencioc] 

Subject: RE: Slides for Review and Feedback for PACT Extended Executive Committee Meeting - Monday, October 26 


Flag: Follow up 
Thanks, Francis, 


| will research the most current numbers and will amend the slides for the final version. Thank you so much for taking 
time to review, 


y J. Adam, PhD 

Director, Cancer 

reh Partnerships 

v6 Mobile: b6 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Friday, October 23, 2020 4:44 AM 

To: Adam, Stacey (FNIH) [T] < b6 Sharpless, Norman (NIH/NCI) [E] < b6 

Hammerman, Peter < b6 Scott Patterson < b6 

Ce: McManus, Ayanna (NIH/OD) [E] < b6 Wood, Gretchen (NIH/OD) [E] < b6 
Togashi, Mieko (NIH/NCI) [E] < b6 b6 Wholley, David (FNIH) [T] 
< v6 Melencio, Cheryl (FNIH) [T] < b6 

Subject: RE: Slides for Review and Feedback for PACT Extended Executive Committee Meeting - Monday, October 26 


Hi Stacey, 
Yes, we all have a LOT on our plates — but OMG so do you with all you are doing with ACTIV! 


The slides look generally fine. One small thing — the proportion of individuals who responds to IO is given as 
15 — 20% on slide 7, and 30% on slide 8. It would be good to be consistent — what’s the best estimate now? 


Francis 


COLL0000014155 


From: Adam, Stacey (FNIH) [T] < b6 
Sent: Wednesday, October 21, 2020 10:27 AM 


To: Collins, Francis (NIH/OD) [E] b6 >; Sharpless, Norman (NIH/NCI) [E] b6 ; 
Hammerman, Peter b6 ; Scott Patterson < b6 

Cc: McManus, Ayanna (NIH/OD) [E] b6 Wood, Gretchen (NIH/OD) [E] < b6 
Togashi, Mieko (NIH/NCI) [E] < b6 ; b6 Wholley, David (FNIH) [T] 
< b6 Melencio, Cheryl (FNIH) [T] < b6 


Subject: Slides for Review and Feedback for PACT Extended Executive Committee Meeting - Monday, October 26 
Dear Francis, Ned, Peter, and Scott, 


Thank you all so much for being willing to present at the PACT EEC meeting on Monday. As | have spoken with your 
administrators and | know your schedules too tight this week for a slide review, | am sending you the attached slides for 
your feedback on any needed revisions. | am also attaching a separate copy of the agenda for your ease of review. 


Please review and let us know by 5pm ET on Friday, October 23" if you can with any revisions you would like to see to 
the slides in your section or in any part of the presentation. Of note, | just would like to call your attention to the fact 
that while we are repeating some information that the EC has seen, we do have some new EEC members that will not 
have seen this material. 


Thank you again for your time to review these slides, when | know you all have A LOT on your plates. 


Kind regards, 
Stacey 


Foundation for the National Institutes of Health 

Direet: ¢ b6 Mobile: b6 _ 

fyih.org 

11400 Rockville Pike, Suite 600, North Bethesda. MD 20852 


oo 


Donate to the FNIH’s Pandemic Response Fund to combat COVID-1 


ENIH PANDEMIC 


RESWONSE FUND 


COLL0000014155 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 
Sent: 10/23/2020 4:34:08 PM 
To: Hammerman, Peter [ b6 Collins, Francis (NIH/OD) [E] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Sharpless, Norman (NIH/NCI) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=340f3d07b6644da7 aca53ab83dc066ef-sharplessne]; Scott Patterson 
b6 
ce: McManus, Ayanna (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=bcf06de08ba845249bSb36ad216e237e-amcmanus]; Wood, Gretchen 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5d1e0e1a8f76c1f-woodgs]; Togashi, Mieko (NIH/NCI) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=136a7 3bd42274938aa467e738767f83e-togashim]; Cavagnaro, Judi 
b6 Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa742841Sbb86087d08b628e6f-melencioc] 
Subject: RE: Slides for Review and Feedback for PACT Extended Executive Committee Meeting - Monday, October 26 


Flag: Follow up 


Thanks, Peter! 
Very much appreciated! | will update the slides accordingly! 


Thanks, 
Stacey 


Stacey J, Adam, PhD 
‘or, Cancer 
b Partnerships 


b6 Mobile: ( b6 
From: Hammerman, Peter < b6 
Sent: Friday, October 23, 2020 12:28 PM 
To: Adam, Stacey (FNIH) [T] < b6 Collins, Francis (NIH/OD) (E] < b6 Sharpless, Norman 
(NIH/NCI) [E] < v6 Scott Patterson < b6 
Cc: McManus, Ayanna (NIH/OD) [E] < b6 Wood, Gretchen (NIH/OD) [E] < b6 
Togashi, Mieko (NIH/NCI) [E] < b6 Cavagnaro, Judi < b6 Wholley, 
David (FNIH) [T] < b6 Melencio, Cheryl (FNIH) [T] < b6 


Subject: Re: Slides for Review and Feedback for PACT Extended Executive Committee Meeting - Monday, October 26 


| can help there—it’s 15-20% across all cancers. 


From: "Adam, Stacey (FNIH) [T]" < b6 

Date: Friday, October 23, 2020 at 12:27 PM 

To: "Collins, Francis (NIH/OD) [E]" b6 , "Sharpless, Norman (NIH/NCI) [E]" 
v6 “Hammerman, Peter" bé6 Scott Patterson 
b6 

Ce: "McManus, Ayanna (NIH/OD) [E]" b6 "Wood, Gretchen (NIH/OD) [E]" 

< b6 “Togashi, Mieko (NIH/NCI) [E]"< b6 “Cavagnaro, Judi" 


COLL0000014156 


b6 , "Wholley, David (FNIH) [T]" b6 . "Melencio, Cheryl (FNIH) 
[T]"< b6 > 
Subject: RE: Slides for Review and Feedback for PACT Extended Executive Committee Meeting - Monday, 
October 26 


Thanks, Francis, 


| will research the most current numbers and will amend the slides for the final version. Thank you so much for taking 
time to review. 


Best, 
Stacey 


Stacey J. Adam, PhD 

Director, Cancer 

‘ch Partnerships 

b6 Mobile: b6 


From: Collins, Francis (NIH/OD) [E] b6 

Sent: Friday, October 23, 2020 4:44 AM 

To: Adam, Stacey (FNIH) [T] b6 >; Sharpless, Norman (NIH/NCI) [E] b6 

Hammerman, Peter b6 Scott Patterson < b6 

Cc: McManus, Ayanna (NIH/OD) [E] < b6 Wood, Gretchen (NIH/OD) [E] < b6 

Togashi, Mieko (NIH/NCI) [E] b6 Wholley, David (FNIH) [T] 
b6 >; Melencio, Cheryl (FNIH) [T] b6 

Subject: RE: Slides for Review and Feedback for PACT Extended Executive Committee Meeting - Monday, October 26 


Hi Stacey, 
Yes, we all have a LOT on our plates — but OMG so do you with all you are doing with ACTIV! 


The slides look generally fine. One small thing — the proportion of individuals who responds to IO is given as 
15 — 20% on slide 7, and 30% on slide 8. It would be good to be consistent — what’s the best estimate now? 


Francis 

From: Adam, Stacey (FNIH) [T] b6 

Sent: Wednesday, October 21, 2020 10:27 AM 

To: Collins, Francis (NIH/OD) [E] < b6 ; Sharpless, Norman (NIH/NCI) [E] < b6 

Hammerman, Peter b6 >; Scott Patterson b6 

Cc: McManus, Ayanna (NIH/OD) [E] b6 Wood, Gretchen (NIH/OD) [E] b6 a 

Togashi, Mieko (NIH/NCI) [E] < b6 ; Wholley, David (FNIH) [T] 
b6 >; Melencio, Cheryl (FNIH) [T] bé 


Subject: Slides for Review and Feedback for PACT Extended Executive Committee Meeting - Monday, October 26 
Dear Francis, Ned, Peter, and Scott, 
Thank you all so much for being willing to present at the PACT EEC meeting on Monday. As | have spoken with your 


administrators and | know your schedules too tight this week for a slide review, | am sending you the attached slides for 
your feedback on any needed revisions. | am also attaching a separate copy of the agenda for your ease of review. 


COLL0000014156 


Please review and let us know by 5pm ET on Friday, October 23" if you can with any revisions you would like to see to 
the slides in your section or in any part of the presentation. Of note, | just would like to call your attention to the fact 
that while we are repeating some information that the EC has seen, we do have some new EEC members that will not 
have seen this material. 


Thank you again for your time to review these slides, when | know you all have A LOT on your plates. 


Kind regards, 
Stacey 


Stacey J. Adam, PhD 

', Cancer 

h Partnerships 

Foundation for the National Institutes of Health 
b6 Mobile: b6 


Donate to the FNIH’s Pandemic Response Fund to combat COVID-19: 


FNIH PANDEMIC 


RESPONSE FUND 


COLL0000014156 


From: Sharpless, Norman (NIH/NCI) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=340F3D07 B6644DA7ACAS3AB83DCO66EF-SHARPLESSNE] 
Sent: 10/23/2020 5:48:32 PM 


To: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Hammerman, Peter 
[ b6 Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ffOb6c2-collinsf]; Scott Patterson 
[ b6 

cc: McManus, Ayanna (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=bcf06de08ba845249b9b36ad216e237e-amcmanus]; Wood, Gretchen 
(NIH/OD) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5d1e0e1a8f76c1f-woodgs]; Togashi, Mieko (NIH/NCI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=136a7 3bd42274938aa467e738767f83e-togashim]; Cavagnaro, Judi 

b6 Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa742841Sbb86087d08b628e6f-melencioc] 


Subject: RE: Slides for Review and Feedback for PACT Extended Executive Committee Meeting - Monday, October 26 
Flag: Follow up 
Stacey 


| have reviewed and slides are fine by me. 


Thx 

Ned 

From: Adam, Stacey (FNIH) [T] < b6 

Sent: Friday, October 23, 2020 12:34 PM 

To; Hammerman, Peter < b6 Collins, Francis (NIH/OD) [E] < b6 

Sharpless, Norman (NIH/NCI) [E] < b6 Scott Patterson < b6 

Cc: McManus, Ayanna (NIH/OD) [E] < b6 Wood, Gretchen (NIH/OD) [E] < b6 

Togashi, Mieko (NIH/NCI) [E] < b6 Cavagnaro, Judi < v6 Wholley, 
David (FNIH) (T] < b6 Melencio, Cheryl (FNIH) [T] < b6 


Subject: RE: Slides for Review and Feedback for PACT Extended Executive Committee Meeting - Monday, October 26 


Thanks, Peter! 
Very much appreciated! | will update the slides accordingly! 


Thanks, 
Stacey 


Research Partnerships 
Direct: v6 Mobile: b6é 


COLL0000014157 


From: Hammerman, Peter b6 
Sent: Friday, October 23, 2020 12:28 PM 


To: Adam, Stacey (FNIH) [T] b6 ‘ >; Collins, Francis (NIH/OD) (E] b6 ; Sharpless, Norman 
(NIH/NCI) [E] b6 Scott Patterson < b6 

Cc: McManus, Ayanna (NIH/OD) [E] b6 >; Wood, Gretchen (NIH/OD) [E] b6 bs 
Togashi, Mieko (NIH/NCI) [E] < b6 ; Cavagnaro, Judi< b6 ; Wholley, 
David (FNIH) [T] b6 Melencio, Cheryl (FNIH) (T] b6 


Subject: Re: Slides for Review and Feedback for PACT Extended Executive Committee Meeting - Monday, October 26 


I can help there—it’s 15-20% across all cancers. 


From: “Adam, Stacey (FNIH) [T]" b6 

Date: Friday, October 23, 2020 at 12:27 PM 

To: "Collins, Francis (NIH/OD) (E]" b6 "Sharpless, Norman (NIH/NCI) [E]" 
b6 “Hammerman, Peter" b6 , Scott Patterson 
b6 

Ce: "McManus, Ayanna (NIH/OD) [E]"< v6 “Wood, Gretchen (NIH/OD) [E]" 

< b6 "Togashi, Mieko (NIH/NCI) [E]"< b6 "Cavagnaro, Judi" 

< b6 “Wholley, David (FNIH) [T]" b6 "Melencio, Cheryl (FNIH) 

{T)" b6 


Subject: RE: Slides for Review and Feedback for PACT Extended Executive Committee Meeting - Monday, 
October 26 


Thanks, Francis, 


| will research the most current numbers and will amend the slides for the final version. Thank you so much for taking 
time to review. 


Best, 
Stacey 


Stacey J. Adam, PhD 
Director, Cancer 
Research Partnerships 


Direct: b6 Mobile: b6 

From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Friday, October 23, 2020 4:44 AM 

To: Adam, Stacey (FNIH) [T] < b6 Sharpless, Norman (NIH/NCI) [E] < b6 

Hammerman, Peter < b6 Scott Patterson < v6 

Cc: McManus, Ayanna (NIH/OD) [E] b6 >; Wood, Gretchen (NIH/OD) [E] < b6 k 
Togashi, Mieko (NIH/NCI) [E] < b6 b6 Wholley, David (FNIH) [T] 

< b6 Melencio, Cheryl (FNIH) [T] < b6 


Subject: RE: Slides for Review and Feedback for PACT Extended Executive Committee Meeting - Monday, October 26 
Hi Stacey, 


Yes, we all have a LOT on our plates — but OMG so do you with all you are doing with ACTIV! 


COLL0000014157 


The slides look generally fine. One small thing — the proportion of individuals who responds to IO is given as 
15 — 20% on slide 7, and 30% on slide 8. It would be good to be consistent — what's the best estimate now? 


Francis 

From: Adam, Stacey (FNIH) [T] b6 > 

Sent: Wednesday, October 21, 2020 10:27 AM 

To: Collins, Francis (NIH/OD) [E] b6 >; Sharpless, Norman (NIH/NCI) [E] b6 ; 

Hammerman, Peter b6 ; Scott Patterson b6 

Cc: McManus, Ayanna (NIH/OD) [E] b6é Wood, Gretchen (NIH/OD) [E] b6 

Togashi, Mieko (NIH/NCI) [E] v6 3 Wholley, David (FNIH) [T] 
b6 >; Melencio, Cheryl (FNIH) [T] b6 > 


Subject: Slides for Review and Feedback for PACT Extended Executive Committee Meeting - Monday, October 26 
Dear Francis, Ned, Peter, and Scott, 


Thank you all so much for being willing to present at the PACT EEC meeting on Monday. As | have spoken with your 
administrators and | know your schedules too tight this week for a slide review, | am sending you the attached slides for 
your feedback on any needed revisions. | am also attaching a separate copy of the agenda for your ease of review. 


Please review and let us know by 5pm ET on Friday, October 23" if you can with any revisions you would like to see to 
the slides in your section or in any part of the presentation. Of note, | just would like to call your attention to the fact 
that while we are repeating some information that the EC has seen, we do have some new EEC members that will not 
have seen this material. 


Thank you again for your time to review these slides, when | know you all have A LOT on your plates. 


Kind regards, 
Stacey 


Stacey J, Adam, PhD 

Director, Cancer 

Research Partnerships 

Rotradaton for the National Institutes of Health 
b6 Mobile: b6 


ike, Suite 600, North Bethesda, MD 20852 


/pandemic 


FNJH PANDEMIC 


RESPONSE FUND 


COLL0000014157 


From: Austin, Christopher (NIH/NCATS) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=17597CABC42247548E596778304F781F-AUSTINC] 

Sent: 10/23/2020 5:35:10 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d67 7257 -wholleyd]; Collins, Francis (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak|]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d55 1d1d345Seaf14854c83f41d84-freiremc]; Parker, Ashley (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm] 

Subject: VRBPAC insights 


Comments from Mike Kurilla, who was a panelist for yesterday’s VRBPAC meeting: 


(b) (5) 


“The 50% efficacy threshold “shouldn’t be the minimum for everything,” said committee member 
Michael Kurilla, director of the division of clinical innovation at the National Center for Advancing 
‘Translation Sciences. 


“I have some concerns about the utility of a 50% reduction in symptomatic disease when we don’t 
really have any evidence that these vaccines are going to induce sterilizing immunity,” Kurilla said. 
The idea that with the vaccine high-risk individuals could reduce their risk of mild disease to 
asymptomatic disease, but still be infectious, “doesn’t seem like it’s something worthy of an EUA,” 


“Now on the other hand a 50% reduction in the progression in high-risk groups to serious disease, 
that is actually ...quite significant. That is something that, to me, would be EUA-able.” 


https://pink.pharmaintelligence.informa.com/PS143163/COVID-19-Vaccines-Advisory-Committee-Picks-Apart-US-FDA- 
Guidance-On-Efficacy-Endpoints 


From: Wholley, David (FNIH) [T] < b6 
Sent: Friday, October 23, 2020 7:06 AM 


COLL0000014158 


To: Collins, Francis (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 Lane, 


Cliff (NIH/NIAID) [E] < b6 Freire, Maria (FNIH) [T] < b6 Austin, Christopher 
(NIH/NCATS) [E] < b6 Parker, Ashley (NIH/OD) [E] < b6 Anderson, James 
(NIH/OD) [E] < b6 


Subject: ACTIV Daily Update 20201023.pptx 


Please see attached the slides for this morning's war room, Friday October 23. 


COLL0000014158 


From: Hammerman, Peter [ b6 

Sent: 10/23/2020 4:28:23 PM 

To: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Collins, Francis (NIH/OD) 
{E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Sharpless, Norman (NIH/NCI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=340f3d07b6644da7 aca53ab83dc066ef-sharplessne]; Scott Patterson 

b6 ] 

cc; McManus, Ayanna (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=bcf06de08ba845249bSb36ad216e237e-amcmanus]; Wood, Gretchen 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5Sd1e0e1a8f76c1f-woodgs]; Togashi, Mieko (NIH/NCI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=136a7 3bd42274938aa467e738767f83e-togashim]; Cavagnaro, Judi 

b6 Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa742841Sbb86087d08b628e6f-melencioc] 

Subject: Re: Slides for Review and Feedback for PACT Extended Executive Committee Meeting - Monday, October 26 


Flag: Follow up 


I can help there—it’s 15-20% across all cancers. 


From: "Adam, Stacey (FNIH) [T]" < b6 

Date: Friday, October 23, 2020 at 12:27 PM 

To: "Collins, Francis (N|H/OD) [E]" < b6 “Sharpless, Norman (NIH/NCI) [E]" 

< b6 "Hammerman, Peter" < b6 Scott Patterson 

< b6 

Ce: "McManus, Ayanna (NIH/OD) [E]"< b6 “Wood, Gretchen (NIH/OD) [E]" 

¢ b6 "Togashi, Mieko (NIH/NCI) [E]"< b6 “Cavagnaro, Judi" 

< b6 "Wholley, David (FNIH) [T]" < b6 “Melencio, Cheryl (FNIH) 
(T)"< b6 


Subject: RE: Slides for Review and Feedback for PACT Extended Executive Committee Meeting - Monday, 
October 26 


Thanks, Francis, 


| will research the most current numbers and will amend the slides for the final version. Thank you so much for taking 
time to review. 


Best, 
Stacey 


Stacey J. Adam, PhD 
Director, Cancer 
search Partnerships 
b6 Mobile: b6 


COLL0000014159 


From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Friday, October 23, 2020 4:44 AM 


To: Adam, Stacey (FNIH) [T] < dé Sharpless, Norman (NIH/NCI) [E] < b6 

Hammerman, Peter < b6 Scott Patterson < b6 

Cc: McManus, Ayanna (NIH/OD) [E]< b6 Wood, Gretchen (NIH/OD) [E] < b6 
Togashi, Mieko (NIH/NCI) [E] < b6 b6 Wholley, David (FNIH) [T] 
< b6 Melencio, Cheryl (FNIH) [T] < b6 


Subject: RE: Slides for Review and Feedback for PACT Extended Executive Committee Meeting - Monday, October 26 
Hi Stacey, 
Yes, we all have a LOT on our plates — but OMG so do you with all you are doing with ACTIV! 


The slides look generally fine. One small thing — the proportion of individuals who responds to |O is given as 
15 — 20% on slide 7, and 30% on slide 8. It would be good to be consistent — what's the best estimate now? 


Francis 


From: Adam, Stacey (FNIH) [T] < b6 

Sent: Wednesday, October 21, 2020 10:27 AM 

To: Collins, Francis (NIH/OD) [E] < b6é >} Sharpless, Norman (NIH/NCI) [E] b6 

Hammerman, Peter < b6 >; Scott Patterson < b6 

Ce: McManus, Ayanna (NIH/OD) [E] b6é ; Wood, Gretchen (NIH/OD) [E] b6 

Togashi, Mieko (NIH/NCI) [E] b6 5 Wholley, David (FNIH) [T] 
b6 ; Melencio, Cheryl (FNIH) [T] < b6 

Subject: Slides for Review and Feedback for PACT Extended Executive Committee Meeting - Monday, October 26 


Dear Francis, Ned, Peter, and Scott, 


Thank you all so much for being willing to present at the PACT EEC meeting on Monday. As | have spoken with your 
administrators and | know your schedules too tight this week for a slide review, | am sending you the attached slides for 
your feedback on any needed revisions. | am also attaching a separate copy of the agenda for your ease of review. 


Please review and let us know by 5pm ET on Friday, October 23" if you can with any revisions you would like to see to 
the slides in your section or in any part of the presentation. Of note, | just would like to call your attention to the fact 
that while we are repeating some information that the EC has seen, we do have some new EEC members that will not 
have seen this material. 


Thank you again for your time to review these slides, when | know you all have A LOT on your plates. 


Kind regards, 
Stacey 


Stacey J, Adam, PhD 

Director, Cancer 

Research Partnerships 

Foundation for the National Institutes of Health 
i b6 Mobile: b6 


ville Pike, Suite 600. North Bethesda, MD 26852 


COLL0000014159 


Donate to the FNIH’s Pandemic Response Fund te combat COVID-19: andemic 


FIM PANDEMIC 


RESPONSE FUND 


COLL0000014159 


From: Scott Patterson [ b6 

Sent: 10/23/2020 6:14:47 PM 

To: Sharpless, Norman (NIH/NCI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=340f3d07b6644da7 acaS3ab83dc066ef-sharplessne]; Adam, Stacey (FNIH) [T] 

(o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e 1cf101c0943414-adamsj4]; Hammerman, Peter 

b6 Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative 

Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf) 

cc: McManus, Ayanna (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=bcf06de08ba845249bSb36ad2 16e237e-amcmanus]; Wood, Gretchen 

(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5d1e0e 1a8f76c1f-woodgs]; Togashi, Mieko (NIH/NCI) 

E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=136a7 3bd42274938aa467e738767f83e-togashim]; Cavagnaro, Judi 

b6 Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 

[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc] 

Subject: RE: Slides for Review and Feedback for PACT Extended Executive Committee Meeting - Monday, October 26 


Flag: Follow up 


Dear Stacey, 
Likewise, the slides look good to me. 


The PACT-CIMAC-CIDC Network Fall Meeting is taking place in a few weeks. Our meeting Monday provides an 
opportunity to capture any specific considerations (also encouragement) from the (E)EC meeting to convey at the Fall 
Meeting. A few of us a presenting so we can easily include such a message. It would be good to gain agreement on that 
message. 

Looking forward to the meeting Monday. 


Best regards, Scott. 


Scott BD. Patterson, PhD | Vice President, Biomarker Sciences 
Gilead Sciences, Inc. | 333 Lakeside Drive | Foster City, CA 94404 


7 b Bb 1 b6 

From: Sharpless, Norman (NIH/NCI) [E] < b6 

Sent: Friday, October 23, 2020 10:49 AM 

To: Adam, Stacey (FNIH) [T] < b6 Hammerman, Peter < b6 Collins, 
Francis (NIH/OD) [E] < b6 Scott Patterson < b6 

(Cc: McManus, Ayanna (NIH/OD) [E] < b6 Wood, Gretchen (NIH/OD) [E] < b6 

Togashi, Mieko (NIH/NCI) [E] < b6 Cavagnaro, Judi < b6 Wholley, 
David (FNIH) [T] < b6 Melencio, Cheryl (FNIH) [T] < b6 


Subject: [EXTERNAL] RE: Slides for Review and Feedback for PACT Extended Executive Committee Meeting - Monday, 
October 26 


Stacey 
| have reviewed and slides are fine by me. 


Thx 


COLL0000014161 


Ned 


From: Adam, Stacey (FNIH) [T] v6 > 

Sent: Friday, October 23, 2020 12:34 PM 

To: Hammerman, Peter b6 ; Collins, Francis (NIH/OD) [E] b6 

Sharpless, Norman (NIH/NCI) [E] b6 v>; Scott Patterson < v6 

Cc: McManus, Ayanna (NIH/OD) [E] b6 >; Wood, Gretchen (NIH/OD) [E] < 6 9 
Togashi, Mieko (NIH/NCI) [E] bé >; Cavagnaro, Judi b6 Wholley, 
David (FNIH) [T] < b6 Melencio, Cheryl (FNIH) [T] < b6 


Subject: RE: Slides for Review and Feedback for PACT Extended Executive Committee Meeting - Monday, October 26 


Thanks, Peter! 
Very much appreciated! | will update the slides accordingly! 


Thanks, 
Stacey 


Stacey J. Adam, PhD 
Director, Cancer 


Research Partnerships 

Direct: b6 Mobile: b6 

From; Hammerman, Peter b6 

Sent: Friday, October 23, 2020 12:28 PM 

To: Adam, Stacey (FNIH) [T] v6 >; Collins, Francis (NIH/OD) [E] <col! b6 Sharpless, Norman 
(NIH/NCI) [E] < b6 Scott Patterson < b6 

Cc: McManus, Ayanna (NIH/OD) [E] b6 ; Wood, Gretchen (NIH/OD) [E] b6 4 
Togashi, Mieko (NIH/NCI) [E] < b6 Cavagnaro, Judi b6 >; Wholley, 
David (FNIH) [T] < b6 Melencio, Cheryl (FNIH) [T] < b6 


Subject: Re: Slides for Review and Feedback for PACT Extended Executive Committee Meeting - Monday, October 26 


| can help there—it’s 15-20% across all cancers. 


From: “Adam, Stacey (FNIH) [T]" < b6 
Date: Friday, October 23, 2020 at 12:27 PM 
To: "Collins, Francis (NIH/OD) [E]" < b6 "Sharpless, Norman (NIH/NCI) [E]" 
b6 >, "Hammerman, Peter" b6 , Scott Patterson 
b6 
Ce: "McManus, Ayanna (NIH/OD) [E]" < b6 “Wood, Gretchen (NIH/OD) [E]" 
b6 >, "Togashi, Mieko (NIH/NCI) [E]"< b6 "Cavagnaro, Judi" 
v6 "Wholley, David (FNIH) [T]" b6 "Melencio, Cheryl (FNIH) 
{T)" b6 > 


Subject: RE: Slides for Review and Feedback for PACT Extended Executive Committee Meeting - Monday, 
October 26 


Thanks, Francis, 


COLL0000014161 


| will research the most current numbers and will amend the slides for the final version. Thank you so much for taking 
time to review. 


Best, 
Stacey 


Stacey J. Adam, PhD 
Director, Cancer 
Research Partnerships 


Direct: b6 Mobile: b6 

From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Friday, October 23, 2020 4:44 AM 

To: Adam, Stacey (FNIH) [T] b6 : Sharpless, Norman (NIH/NCI) [E] < b6 

Hammerman, Peter b6 Scott Patterson 6 

Cc: McManus, Ayanna (NIH/OD) [E) b6 Wood, Gretchen (NIH/OD) [E] < b6 

Togashi, Mieko (NIH/NCI) [E] b6 Wholley, David (FNIH) [T] 
b6 >; Melencio, Cheryl (FNIH) [T] b6 


Subject: RE: Slides for Review and Feedback for PACT Extended Executive Committee Meeting - Monday, October 26 
Hi Stacey, 
Yes, we all have a LOT on our plates — but OMG so do you with all you are doing with ACTIV! 


The slides look generally fine. One small thing — the proportion of individuals who responds to |O is given as 
15 — 20% on slide 7, and 30% on slide 8. It would be good to be consistent — what's the best estimate now? 


Francis 

From: Adam, Stacey (FNIH) [T] < b6 

Sent: Wednesday, October 21, 2020 10:27 AM 

To: Collins, Francis (NIH/OD) [E] b6 Sharpless, Norman (NIH/NCI) [E] b6 

Hammerman, Peter b6 >; Scott Patterson < b6 

Cc: McManus, Ayanna (NIH/OD) [E] bWood, Gretchen (NIH/OD) [E] < b6 

Togashi, Mieko (NIH/NCI) [E] < b6 y; Wholley, David (FNIH) [T] 
b6 >; Melencio, Cheryl (FNIH) [T] b6 


Subject: Slides for Review and Feedback for PACT Extended Executive Committee Meeting - Monday, October 26 

Dear Francis, Ned, Peter, and Scott, 

Thank you all so much for being willing to present at the PACT EEC meeting on Monday. As | have spoken with your 
administrators and | know your schedules too tight this week for a slide review, | am sending you the attached slides for 
your feedback on any needed revisions. | am also attaching a separate copy of the agenda for your ease of review. 
Please review and let us know by Spm ET on Friday, October 23" if you can with any revisions you would like to see to 
the slides in your section or in any part of the presentation. Of note, | just would like to call your attention to the fact 
that while we are repeating some information that the EC has seen, we do have some new EEC members that will not 


have seen this material. 


Thank you again for your time to review these slides, when | know you all have A LOT on your plates. 


COLL0000014161 


Kind regards, 
Stacey 


Stacey J. Adam, PhD 

Di ncer 

Research Partnerships 

Foundation for the National Lnstitutes of Health 
Direct: b6 Mobile: b6 
fhib.org 


11400 Rockville Pi 


| finds) 


Donate to the FNTH’s Pandemic Response Fund te combat COVID-19: fhih.org/pandemic 


ite 600, North Bethesda. MD 20852 


FNIH RANDEMIC 


RESPONSE FUND 


COLLO0000014161 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=DCD875F06796488S9E 1CF101C0943414-ADAMSJ4] 


Sent: 10/23/2020 6:30:22 PM 

To: Sharpless, Norman (NIH/NCI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=340f3d07b6644da7 aca53ab83dc066ef-sharplessne]; Hammerman, Peter 
[ b6 Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ffOb6c2-collinsf]; Scott Patterson 
[ b6 

cc: McManus, Ayanna (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=bcf06de08ba845249b9b36ad216e237e-amcmanus]; Wood, Gretchen 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5d1e0e1a8f76c1f-woodgs]; Togashi, Mieko (NIH/NCI) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=136a7 3bd42274938aa467e738767f83e-togashim]; Cavagnaro, Judi 
b6 Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc] 

Subject: RE: Slides for Review and Feedback for PACT Extended Executive Committee Meeting - Monday, October 26 


Flag: Follow up 
Thanks, Ned, 

Much appreciated! 
Stacey 

Stacey J. Adam, PhD 


Director, Cancer 
rch Partnerships 


b6 Mobile: b6 
From: Sharpless, Norman (NIH/NCI) [E] < bé6 
Sent: Friday, October 23, 2020 1:49 PM 
To: Adam, Stacey (FNIH) [T] < b6 Hammerman, Peter < b6 Collins, 
Francis (NIH/OD) [E] < b6 Scott Patterson < b6 
Cc: McManus, Ayanna (NIH/OD) [E] < b6 Wood, Gretchen (NIH/OD) [E] < b6 
Togashi, Mieko (NIH/NCI) [E] < b6 Cavagnaro, Judi < b6 Wholley, 
David (FNIH) [T] < b6 Melencio, Cheryl (FNIH) [T] < b6 


Subject: RE: Slides for Review and Feedback for PACT Extended Executive Committee Meeting - Monday, October 26 
Stacey 

| have reviewed and slides are fine by me. 

Thx 


Ned 


COLL0000014164 


From: Adam, Stacey (FNIH) [T] bé 
Sent: Friday, October 23, 2020 12:34 PM 


To: Hammerman, Peter b6 >; Collins, Francis (NIH/OD) [E] b6é 

Sharpless, Norman (NIH/NCI) [E] < b6 Scott Patterson< b6 

Cc: McManus, Ayanna (NIH/OD) [E b6 ; Wood, Gretchen (NIH/OD) [E] b6 

Togashi, Mieko (NIH/NCI) [E] < b6 Cavagnaro, Judi< b6 >; Wholley, 
David (FNIH) [T] b6 >; Melencio, Cheryl (FNIH) [T] b6 


Subject: RE: Slides for Review and Feedback for PACT Extended Executive Committee Meeting - Monday, October 26 


Thanks, Peter! 
Very much appreciated! | will update the slides accordingly! 


Thanks, 
Stacey 


Stacey J, Adam, PhD 
Director, Cancer 
Research Partnerships 


Direct: b6 Mobile: b6 

From: Hammerman, Peter b6 

Sent: Friday, October 23, 2020 12:28 PM 

To: Adam, Stacey (FNIH) [T] b6 ; Collins, Francis (NIH/OD) [E]< b6 >; Sharpless, Norman 
(NIH/NCI) [E] b6 >; Scott Patterson < b6 

Cc: McManus, Ayanna (NIH/OD) [E] b6 Wood, Gretchen (NIH/OD) [E] < b6 

Togashi, Mieko (NIH/NCI) [E] b6 Cavagnaro, Judi b6 >; Wholley, 
David (FNIH) [T] b6 Melencio, Cheryl (FNIH) [T] b6 a 


Subject: Re: Slides for Review and Feedback for PACT Extended Executive Committee Meeting - Monday, October 26 


| can help there—it’s 15-20% across all cancers. 


From: "Adam, Stacey (FNIH) [T]" < b6 
Date: Friday, October 23, 2020 at 12:27 PM 
To: "Collins, Francis (NIH/OD) [E]" b6 >, "Sharpless, Norman (NIH/NCI) [E]" 
< b6 “Hammerman, Peter" b6 1>, Scott Patterson 
< b6 
Ce: "McManus, Ayanna (NIH/OD) [E]" b6 >, "Wood, Gretchen (NIH/OD) [E]" 
b6 , "Togashi, Mieko (NIH/NCI) [E]" 6 "Cavagnaro, Judi" 
< b6 “Wholley, David (FNIH) [T]" < b6 “Melencio, Cheryl (FNIH) 
(" b6 


Subject: RE: Slides for Review and Feedback for PACT Extended Executive Committee Meeting - Monday, 
October 26 


Thanks, Francis, 


| will research the most current numbers and will amend the slides for the final version. Thank you so much for taking 
time to review. 


Best, 
Stacey 


COLL0000014164 


Stacey J. Adam, PhD 

Director, Cancer 

Research Partmerships 

Direct: v6 Mobile: b6 


From: Collins, Francis (NIH/OD) [E] b6 > 
Sent: Friday, October 23, 2020 4:44 AM 
To: Adam, Stacey (FNIH) [T] b6 : Sharpless, Norman (NIH/NCI) [E] <norman.sharpless@nih.gov>; 
Hammerman, Peter b6 
Cc: McManus, Ayanna (NIH/OD) [E] b6 Wood, Gretchen (NIH/OC b6 
b6 Wholley, David (FNIH) [T] 


<d ig>; Melencio, Cheryl (FNIH) [T] <cmelencio@fnih.org> 
Subject: RE: Slides for Review and Feedback for PACT Extended Executive Committee Meeting - Monday, October 26 


Hi Stacey, 
Yes, we all have a LOT on our plates — but OMG so do you with all you are doing with ACTIV! 


The slides look generally fine. One small thing — the proportion of individuals who responds to IO is given as 
15 — 20% on slide 7, and 30% on slide 8. It would be good to be consistent — what’s the best estimate now? 


Francis 

From: Adam, Stacey (FNIH) [T] b6 

Sent: Wednesday, October 21, 2020 10:27 AM 

To: Collins, Francis (NIH/OD) [E] b6 Sharpless, Norman (NIH/NCI) [E] b6 5 

Hammerman, Peter < b6 Scott Patterson < b6 

Ce: McManus, Ayanna (NIH/OD) [E] b6 >; Wood, Gretchen (NIH/OD) [E] b6 

Togashi, Mieko (NIH/NCI) [E] b6 jjud b6 Wholley, David (FNIH) [T] 
b6 Melencio, Cheryl (FNIH) [T] b6 


Subject: Slides for Review and Feedback for PACT Extended Executive Committee Meeting - Monday, October 26 
Dear Francis, Ned, Peter, and Scott, 


Thank you all so much for being willing to present at the PACT EEC meeting on Monday. As | have spoken with your 
administrators and | know your schedules too tight this week for a slide review, | am sending you the attached slides for 
your feedback on any needed revisions. | am also attaching a separate copy of the agenda for your ease of review. 


Please review and let us know by 5pm ET on Friday, October 23" if you can with any revisions you would like to see to 
the slides in your section or in any part of the presentation. Of note, | just would like to call your attention to the fact 
that while we are repeating some information that the EC has seen, we do have some new EEC members that will not 
have seen this material. 


Thank you again for your time to review these slides, when | know you all have A LOT on your plates. 


Kind regards, 
Stacey 


Director, C 


COLL0000014164 


Research Partnerships 

Foundation for the National Institutes of Health 
Direct: b6 Mobile: b6 
fhib.org 


FNIH PANDEMIC 
RESPONSE FOUND 


COLL0000014164 


From: Adam, Stacey (FINIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=DCD875F06796488S9E 1CF101C0943414-ADAMSJ4] 


Sent: 10/23/2020 6:31:05 PM 

To: Scott Patterson [ b6 Sharpless, Norman (NIH/NCI) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=340f3d07b6644da7aca53ab83dcO66ef-sharplessne]; 
Hammerman, Peter [ b6 J; Collins, Francis (NIH/OD) [E] 


[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

cc: McManus, Ayanna (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=bcf06de08ba845249bSb36ad2 16e237e-amcmanus]; Wood, Gretchen 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5Sd1e0e1a8f76c1f-woodgs]; Togashi, Mieko (NIH/NCI) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=136a7 3bd42274938aa467e738767f83e-togashim]; Cavagnaro, Judi 

b6 Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc] 

Subject: RE: Slides for Review and Feedback for PACT Extended Executive Committee Meeting - Monday, October 26 


Thanks, Scott, 


Agree with you. Hoping to leave you enough time at the end to solicit some feedback. 


Thanks, 
Stacey 


Mobile: b6 
From: Scott Patterson < b6 
Sent: Friday, October 23, 2020 2:15 PM 
To: Sharpless, Norman (NIH/NCI) [E] < b6 Adam, Stacey (FNIH) [T] < v6 
Hammerman, Peter < b6 Collins, Francis (NIH/OD) [E] < b6 
Ce: McManus, Ayanna (NIH/OD) [E] < b6 Wood, Gretchen (NIH/OD) [E] < b6 
Togashi, Mieko (NIH/NCI) [E] < b6 Cavagnaro, Judi < b6 Wholley, 
David (FNIH) [T] < b6 Melencio, Cheryl (FNIH) [T] < b6 


Subject: RE: Slides for Review and Feedback for PACT Extended Executive Committee Meeting - Monday, October 26 


Dear Stacey, 
Likewise, the slides look good to me. 


The PACT-CIMAC-CIDC Network Fall Meeting is taking place in a few weeks. Our meeting Monday provides an 
opportunity to capture any specific considerations (also encouragement) from the (E)JEC meeting to convey at the Fall 
Meeting. A few of us a presenting so we can easily include such a message. It would be good to gain agreement on that 
message. 


Looking forward to the meeting Monday. 


Best regards, Scott. 


COLL0000014165 


Scott D. Patterson, PAD | Vice President, Biomarker Sciences 
GHead Sciences, Inc, [ 333 Lakeside Drive [ Foster City, CA 94404 


® b6 >| Bs b6 fa v6 

From: Sharpless, Norman (NIH/NCI) [E] < b6 

Sent: Friday, October 23, 2020 10:49 AM 

To: Adam, Stacey (FNIH) [T] < b6 ; Hammerman, Peter b6 Collins, 
Francis (NIH/OD) [E] < b6 gov>; Scott Patterson b6 

Cc: McManus, Ayanna (NIH/OD) [E] b6 Wood, Gretchen (NIH/OD) [E] b6 

Togashi, Mieko (NIH/NCI) [E] < v6 gov>; Cavagnaro, Judi v6 Wholley, 
David (FNIH) [T] b6 Melencio, Cheryl (FNIH) (T] < v6 


Subject: [EXTERNAL] RE: Slides for Review and Feedback for PACT Extended Executive Committee Meeting - Monday, 
October 26 


Stacey 
| have reviewed and slides are fine by me. 
Thx 


Ned 


From: Adam, Stacey (FNIH) [T] < b6 

Sent: Friday, October 23, 2020 12:34 PM 

To; Hammerman, Peter < b6 Collins, Francis (NIH/OD) [E] b6 

Sharpless, Norman (NIH/NCI) [E] b6 Scott Patterson < b6 

(Cc: McManus, Ayanna (NIH/OD) [E] < b6 Wood, Gretchen (NIH/OD) [E] < b6 ; 
Togashi, Mieko (NIH/NCI) [E] < b6 Cavagnaro, Judi b6 Wholley, 
David (FNIH) [T] b6 ; Melencio, Cheryl (FNIH) [T] b6 

Subject: RE: Slides for Review and Feedback for PACT Extended Executive Committee Meeting - Monday, October 26 


Thanks, Peter! 
Very much appreciated! | will update the slides accordingly! 


arch Partnerships 


Direct: b6 Mobile: b6 

From: Hammerman, Peter < b6 

Sent: Friday, October 23, 2020 12:28 PM 

To; Adam, Stacey (FNIH) [T] b6 Collins, Francis (NIH/OD) [E] 6 ; Sharpless, Norman 
(NIH/NCI) [E] b6 Scott Patterson b6 

Cc: McManus, Ayanna (NIH/OD) [E] v6 Wood, Gretchen (NIH/OD) [E] < b6 

Togashi, Mieko (NIH/NCI) [E] b6 Cavagnaro, Judi < b6 ; Wholley, 


COLL0000014165 


David (FNIH) [T] b6 >; Melencio, Cheryl (FNIH) [T] b6 
Subject: Re: Slides for Review and Feedback for PACT Extended Executive Committee Meeting - Monday, October 26 


I can help there—it’s 15-20% across all cancers. 


From: "Adam, Stacey (FNIH) [T]"< b6 
Date: Friday, October 23, 2020 at 12:27 PM 
To: "Collins, Francis (NIH/OD) [E]" <co b6 "Sharpless, Norman (NIH/NCI) [E]" 
< b6 “Hammerman, Peter" <peter. b6 Scott Patterson 
< b6 
Cc: "McManus, Ayanna (NIH/OD) [E]"< b6 "Wood, Gretchen (NIH/OD) [E]" 
b6 >, "Togashi, Mieko (NIH/NCI) [E]" < b6 "Cavagnaro, Judi" 
b6 : “Wholley, David (FNIH) [T]"b "Melencio, Cheryl (FNIH) 
(Ty"< b6 


Subject: RE: Slides for Review and Feedback for PACT Extended Executive Committee Meeting - Monday, 
October 26 


Thanks, Francis, 


| will research the most current numbers and will amend the slides for the final version. Thank you so much for taking 
time to review. 


Best, 
Stacey 


Stacey J. Adam, PhD 
Director, Cancer 
Research Partnerships 


Direet: b6 Mobile: b6 

From: Collins, Francis (NIH/OD) [E] b6 

Sent: Friday, October 23, 2020 4:44 AM 

To; Adam, Stacey (FNIH) [T] b6 : Sharpless, Norman (NIH/NCI) [E] < b6 

Hammerman, Peter < v6 Scott Pattersor b6 > 

Cc: McManus, Ayanna (NIH/OD) [E] <ayanna. b6 Wood, Gretchen (NIH/OD) [E] < b6 

Togashi, Mieko (NIH/NC1) [E] b6 3; Wholley, David (FNIH) [T] 
b6 ; Melencio, Cheryl (FNIH) [T] v6 > 


Subject: RE: Slides for Review and Feedback for PACT Extended Executive Committee Meeting - Monday, October 26 
Hi Stacey, 
Yes, we all have a LOT on our plates — but OMG so do you with all you are doing with ACTIV! 


The slides look generally fine. One small thing — the proportion of individuals who responds to IO is given as 
15 — 20% on slide 7, and 30% on slide 8. It would be good to be consistent — what's the best estimate now? 


Francis 


COLL0000014165 


From: Adam, Stacey (FNIH) [T] b6 
Sent: Wednesday, October 21, 2020 10:27 AM 


To: Collins, Francis (NIH/OD) [E] b6 Sharpless, Norman (NIH/NCI) [E] < b6 

Hammerman, Peter < b6 ; Scott Patterson < b6 

Cc: McManus, Ayanna (NIH/OD) [E] b6 Wood, Gretchen (NIH/OD) [E] < b6 

Togashi, Mieko (NIH/NCI) [E] v6 3 Wholley, David (FNIH) [T] 
b6 ; Melencio, Cheryl (FNIH) [T] b6 


Subject: Slides for Review and Feedback for PACT Extended Executive Committee Meeting - Monday, October 26 
Dear Francis, Ned, Peter, and Scott, 


Thank you all so much for being willing to present at the PACT EEC meeting on Monday. As | have spoken with your 
administrators and | know your schedules too tight this week for a slide review, | am sending you the attached slides for 
your feedback on any needed revisions. | am also attaching a separate copy of the agenda for your ease of review. 


Please review and let us know by 5pm ET on Friday, October 23" if you can with any revisions you would like to see to 
the slides in your section or in any part of the presentation. Of note, | just would like to call your attention to the fact 
that while we are repeating some information that the EC has seen, we do have some new EEC members that will not 
have seen this material. 


Thank you again for your time to review these slides, when | know you all have A LOT on your plates. 


Kind regards, 
Stacey 


Adam, PhD 
c Jancer 
Research Partnerships 
Foundation for the National Institutes of Health 
b6 Mobile: b6 


Donate to the FNIH’s Pandemic Response Fund to combat COVID-1 ig/pandemic 


FNJH RANDEMIC 
RESPONSE FUND 


COLL0000014165 


From: Tabak, Lawrence (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=02E22836B5FF4E9988E3 7 70CFC7EE770-TABAKL] 


Sent: 1/22/2021 7:09:35 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

Subject: FW: Funding for COVID Variants Program 

Flag: Follow up 


And the answer is.... 


From: "Cash, Lester (HHS/ASFR)" < b6 

Date: Friday, January 22, 2021 at 2:08 PM 

To: "Tabak, Lawrence (NIH/OD) [E]" < b6 "Bugin, Kevin (FDA/CDER)" 
< b6 "Shapiro, Neil (NIH/OD) [E]" < b6 

Cc: "Windom, Robert (OS/ASPR/IO)" < b6 Miriam Cabezas 

< b6 


Subject: RE: Funding for COVID Variants Program 
(b) (4). (b) (5) 


From: Tabak, Lawrence (NIH/OD) [E] < b6 

Sent: Friday, January 22, 2021 1:46 PM 

To: Bugin, Kevin (FDA/CDER) < b6 Shapiro, Neil (NIH/OD) [E] < 
Lester (HHS/ASFR) < b6 

Cc: Windom, Robert (OS/ASPR/IO) < b6 


Subject: Re: Funding for COVID Variants Program 
Importance: High 


Kevin, 
Apologies if others understand this, but lam being asked by Francis to nail this down, 


(b) (4). (b) (5) 


Thanks, 
Larry 


Cash, 


COLL0000014173 


From: "Bugin, Kevin" < b6 
Date: Saturday, January 16, 2021 at 4:56 PM 


To: "Shapiro, Neil (NIH/OD) [E]" b6 "Cash, Lester (HHS/ASFR)" < b6 
Cc: "Menetski, Joseph (FNIH) [T]" b6 >, "Tabak, Lawrence (NIH/OD) [E]" 

b6 “Wholley, David (FNIH) [T]" 6 , "Windom, Robert 
(OS/ASPR/IO)" < b6 


Subject: Funding for COVID Variants Program 


Hi Neil and Lester, 
Please allow me to introduce you both. 


() (4). (b) (5) 


Thanks! 


Kevin B Bugin, PhD, MS, RAC 

Operation Warp Speed, 

Therapeutics Program Manager/Chief of Staff 
Mobile: b6 


COLL0000014173 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 


Sent: 10/19/2020 10:03:58 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

cet Appell, Evan [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=user7ee69e83] 

Subject: 10.21 ACTIV Leadership Team Meeting 20201019 ver2.0.pptx 


Attachments: 10.21 ACTIV Leadership Team Meeting 20201019 ver2.0.pptx 


Hi Francis, 

Here are the revised slides from our discussion on Friday. | am going to suggest a couple of minor format changes to one 
of the preclinical slides (#5) but otherwise this looks about like what we want. Please have a look and let me know 
where you think we need additional changes. | am going to use this version to give Janet a heads up that we'd like her 
to present slides 13, 14, and 15. 


Thanks, David 


COLL0000014174 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 10/26/2020 11:46:59 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak|]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=17597cabce42247548e5967 78304f781f-austinc]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm] 

Subject: ACTIV Daily Update 20201026. pptx 

Attachments: ACTIV Daily Update 20201026.pptx 


Slides for this morning's war room call, Monday October 26. 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 

(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 
Sent: 10/26/2020 7:39:11 PM 
To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313F44ced9938e50d2ff0b6c2-collinsf]; Woodcock, Janet (FDA/CDER) 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9bc3fc3ebfcf4887 9192 169bd7644e29-Janet.Woodc] 
eC: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak|]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane]; Freire, Maria (FNIH) [T] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d55 1d1d345Seaf14854c83f41d84-freiremc]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabce42247548e596778304f781f-austinc]; Parker, Ashley (NIH/OD) [E] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Anderson, James (NIH/OD) 
(E) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Bugin, Kevin 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d4e98409d40a4a9880bfb9f 70948 1e7c-BUGINK.fda]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e 1cf101c0943414-adamsj4] 
Subject: Summary of 10/26 discussion with Syneos leadership 


FYI: 


Participants: NIH and FNIH -Ned Sharpless, Jim Doroshow, David Wholley, Stacey Adam Syneos — Nicholas Kenny, Beth 
Tulip, Jaime Rodriguez, Gino Grandi, Lou Boccumini 
Key takeaway: (b) (5) 


(b) (5) 
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Thanks, David 
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From: Myles, Renate (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=7D317F5626934585B369 2A 1823C18522-MYLESR] 
Sent: 10/26/2020 10:09:25 PM 
To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras); Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=dcd875f0679648859e 1cf101c0943414-adamsj4]; McManus, Ayanna 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=bcf06de08ba845249b9b36ad216e237e-amcmanus]; Wood, Gretchen 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5d1e0e1a8f76c1f-woodgs] 
cei Burklow, John (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2e57f267323b43cO8be856acb5b964ca-burklowj]; Fine, Amanda (NIH/OD) (E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=61290b742a9a44358954c45439ffdeb6-fineab]; Wojtowicz, Emma (NIH/OD) 
{/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=45c6610aca6e44a08d497630425e5ecd-wojtowiczem]; Seigfreid, Kim 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=918ccb3c48ea40e79a0ab243eSd35298-seigfreidks]; Schwetz, Tara (NIH/OD) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0b1da1e9650d44fa9a9e2d94f24bS035-schwetzta]; Wolinetz, Carrie 
(NIH/OD) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1c655040d47346c7b04d7bc11a403ecb-wolinetzcd]; Hallett, Adrienne 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f1705e2e7¢254b84a7 7f0S8dbf75b31b-hallettaa]; Higgins, Lauren (NIH/OD) 
|E) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=bfde4719d7 ac48e4a60b2ecd1969a7 16-higgins|]; Brodd, Lauren (NIH/OD) [E] 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ba665dea08e5417 1b3d6890c2518ddb9-leponelm]; Meltzer, Abbey (FNIH) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c341d86cf7404a78ac8f852e698e5382-meltzerak]; Gorman, Greta (FNIH) [T] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=280703da933d491586841696e460f062-gormanmj] 
Subject: NIAID Statement on ACTIV-3 Trial Closing LY-CoVS55 Sub-Study 


m 


a 


Flag: Follow up 


This statement is posting on the NIAID news page shortly and is currently being shared with reporters who have 
inquired: 


STATEMENT 
NIH-Sponsored ACTIV-3 Trial Closes LY-CoV555 Sub-study 


The ACTIV-3 clinical trial evaluating the investigational monoclonal antibody LY-CoV555 in hospitalized patients with 
COVID-19 will not enroll more participants into this sub-study following a recommendation from the independent Data 
and Safety Monitoring Board (DSMB). The trial is sponsored by the National Institute of Allergy and Infectious Diseases 
(NIAID), part of the National Institutes of Health. 


COLL0000014185 


ACTIV-3 is a master protocol designed to allow for the study of multiple investigational agents compared to placebo in 
adults hospitalized with COVID-19. Participants in the trial are randomly assigned to receive either an experimental 
agent or a matched placebo. All participants also receive standard care for patients hospitalized with COVID-19, 
including the antiviral remdesivir. After five days, participants’ clinical status is assessed based on an ordinal scale. If the 
investigational agent appears to be safe and effective based on an evaluation of the first 300 participants (stage 1), an 
additional 700 participants are randomized and followed for 90 days to assess sustained recovery, defined as being 
discharged, alive and home for 14 days (stage 2). 


The first agent evaluated in the Phase 3, randomized, controlled trial was LY-CoV555. The monoclonal antibody was 
discovered by AbCellera Biologics based in Vancouver, in collaboration with NIAID’s Vaccine Research Center. 
Subsequently, it was developed and manufactured by Indianapolis-based Lilly Research Laboratories, Eli Lilly and 
Company, in partnership with AbCellera. 


The DSMB reviewed data from the ACTIV-3 trial on Oct. 26, 2020 and recommended no further participants be 
randomized to receive LY-CoV555 and that the investigators be unblinded to the data. This recommendation was based 
ona low likelihood that the intervention would be of clinical value in this hospitalized patient population. This follows 
the Oct. 13, 2020 DSMB recommendation to pause enrollment out of an abundance of caution. While the DSMB noted 
on Oct. 13 that a pre-defined boundary for safety was reached at day 5, differences in safety outcomes between the 
groups were not significant in the updated data set and the Oct. 26 decision was driven by lack of clinical benefit for LY- 
CoV555 in a hospitalized population. 


Enrollment into the LY-CoV555 sub-study closed with 326 total participants. Those participants will continue to be 
followed until day 90. NIAID and trial coordinating investigators are in the process of analyzing the data and will provide 
more information in a forthcoming report. ACTIV-3 is an adaptive master protocol, and NIAID will provide information 
on additional investigational agents being planned for evaluation and any potential changes to the trial design as testing 
of new agents begins. 


The DSMB that oversees ACTIV-3 also oversees ACTIV-2, another adaptive trial evaluating LY-CoV555 in the outpatient 
population. The DSMB does not recommend any changes to ACTIV-2, and this study continues to enroll participants. 
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From: Menetski, Joseph (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=5001AFS2DC4A427EA3D34F 1E072F8CB7-MENETSKIJP] 

Sent: 1/22/2021 9:08:34 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 


Subject: Canceled: ACTIV Preclinical full working group 
Location: https://fnih.zoom. b6 
Start: 1/6/2021 3:00:00 PM 

End: 1/6/2021 4:00:00 PM 


Show Time As: Free 


Recurrence: Weekly 
every 2 week(s) on Wednesday from 10:00 AM to 11:00 AM 


Required Hild, Sheri (NIH/OD) [E]; b6 b6 b6 
Attendees: b6 b6 v6 b6 
b6 b6 -g0v; ccolvis@mail.nih.gov; b6 
b6 b6 b6 b6 Parker, 
Ashley (NIH/OD) [E]; b6 Adams, Peter (OS/ASPR/BARDA); Rao, Srinivas; Qashu, 
Felicia (NIH/OD) [E]; Tomas Cihlar; Pitt, Margaret L CIV USARMY MEDCOM USAIVRIID (USA); Punturieri, Antonello 
(NIH/NHLBI) [E]; Charette, Marc (NIH/NHLBI) [E]; Fessel, Josh (NIH/NHLBI) [E]; b6 
b6 
Optional Wholley, David (FNIH) [T]; Austin, Christopher (NIH/NCATS) [E]; Melencio, Cheryl (FNIH) [T]; Colvis, Christine 


Attendees: — (NIH/NCATS) [E]; Desrosiers, Betsy; Hughes, Eric; Jansen, Kathrin; Kurilla, Michael (NIH/NCATS) [E]; Lowy, Douglas 
(NCI); Read, Sarah (NIH/NIAID) [E]; Tountas, Karen (FNIH) (T]; Santos, Michael (FNIH) [T]; Adam, Stacey (FNIH) [T]; 
James, Stephanie (FNIH) [T]; Alvarez, Rosa Maria; Kim, Elizabeth; Tolman, Brett; Wachtel, Jonathan; Prabhavathi 
Fernandes; Diamond, Michael; Rose Li, Dana Carluccio; Lagos, Enrique (NIH/NCATS) [E]; Jonson, Samantha 
(NIH/NCATS) [E]; Gonzalez, Nina; Simon, Dina (NIH/OD) [C]; Burrus-Shaw, Cyndi (NIH/OD) [E]; Rodriguez, Robin D; 
Dave Frankowski; Baric, Toni C; Lowy, Douglas (NIH/NCI) [E]; Florence, Clint (NIH/NIAID) [E]; Nancy Haigwood; 
Stratton, Benjamin; Gadbois, Ellen (NIH/OD) [E]; Anderson, James (NIH/OD) [E]; Hawk, Harrison; Mason, Stephen; 

b6 Connelly, Sarah; b6 Lumsden, Joanne (NIH/NCATS) [C]; K C 

Kent Lloyd; b6 


Changing time for preclinical WG 
Joseph Menetski is inviting you to a scheduled Zoom meeting. 


Join Zoom Meeting 


https://fnih.zoom. b6 
Meeting ID: b6 
Passcode: b6 
One tap mobile 
b6 US (Washington D.C) 
US (Chicago) 
Dial by your location 
b6 US (Washington D.C) 

US (Chicago) 

US (New York) 

US (San Jose) 

US (San Jose) 

US (Tacoma) 
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+ b6 US (Houston) 
Meeting ID: b6 
Passcode: b6 
Find your local number: hitss://faih.zcom.us _b6 


COLL0000014187 


From: Lane, Cliff (NIH/NIAID) {E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=2D7E368A3137473BBCE161547A82F2DE-CLANE] 


Sent: 10/26/2020 10:36:07 PM 
To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 
Subject: Re: NIAID Statement on ACTIV-3 Trial Closing LY-CoVSS55 Sub-Study 
&) (5) 
Cliff 
From: "Collins, Francis (NIH/OD) [E]" < b6 
Date: Monday, October 26, 2020 at 6:27 PM 
To: "Lane, Cliff (NIH/NIAID) [E]" < b6 


Subject: FW: NIAID Statement on ACTIV-3 Trial Closing LY-CoV555 Sub-Study 
So it was terminated for futility? 


Any sense of whether this is a class effect? 


Francis 

From: Myles, Renate (NIH/OD) [E] < b6 

Sent: Monday, October 26, 2020 6:09 PM 

To: Collins, Francis (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 

Parker, Ashley (NIH/OD) [E] < b6 Freire, Maria (FNIH) [T] < b6 Wholley, David 
(FNIH) [T] < b6 Adam, Stacey (FNIH) [T] < b6 McManus, Ayanna (NIH/OD) [E] 

< b6 Wood, Gretchen (NIH/OD) [E] < b6 

Cc: Burklow, John (NIH/OD) [E] < b6 Fine, Amanda (NIH/OD) [E] < b6 

Wojtowicz, Emma (NIH/OD) [E] < b6 Seigfreid, Kim (NIH/OD) [E] < b6 

Schwetz, Tara (NIH/OD) [E] < b6 Wolinetz, Carrie (NIH/OD) [E] < b6 Hallett, 
Adrienne (NIH/OD) [E] < b6 Higgins, Lauren (NIH/OD) [E] < b6 Brodd, Lauren 
(NIH/OD) [E] < 6 Meltzer, Abbey (FNIH) [T] < b6 Gorman, Greta (FNIH) [T] 

< b6 


Subject: NIAID Statement on ACTIV-3 Trial Closing LY-CoV555 Sub-Study 


This statement is posting on the NIAID news page shortly and is currently being shared with reporters who have 
inquired: 


STATEMENT 
NIH-Sponsored ACTIV-3 Trial Closes LY-CoV555 Sub-study 


COLL0000014193 


The ACTIV-3 clinical trial evaluating the investigational monoclonal antibody LY-CoV555 in hospitalized patients with 
COVID-19 will not enroll more participants into this sub-study following a recommendation from the independent Data 
and Safety Monitoring Board (DSMB). The trial is sponsored by the National Institute of Allergy and Infectious Diseases 
(NIAID), part of the National Institutes of Health. 


ACTIV-3 is a master protocol designed to allow for the study of multiple investigational agents compared to placebo in 
adults hospitalized with COVID-19. Participants in the trial are randomly assigned to receive either an experimental 
agent or a matched placebo. All participants also receive standard care for patients hospitalized with COVID-19, 
including the antiviral remdesivir. After five days, participants’ clinical status is assessed based on an ordinal scale. If the 
investigational agent appears to be safe and effective based on an evaluation of the first 300 participants (stage 1), an 
additional 700 participants are randomized and followed for 90 days to assess sustained recovery, defined as being 
discharged, alive and home for 14 days (stage 2). 


The first agent evaluated in the Phase 3, randomized, controlled trial was LY-CoV555. The monoclonal antibody was 
discovered by AbCellera Biologics based in Vancouver, in collaboration with NIAID’s Vaccine Research Center. 
Subsequently, it was developed and manufactured by Indianapolis-based Lilly Research Laboratories, Eli Lilly and 
Company, in partnership with AbCellera 


The DSMB reviewed data from the ACTIV-3 trial on Oct. 26, 2020 and recommended no further participants be 
randomized to receive LY-CoV555 and that the investigators be unblinded to the data. This recommendation was based 
ona low likelihood that the intervention would be of clinical value in this hospitalized patient population. This follows 
the Oct. 13, 2020 DSMB recommendation to pause enrollment out of an abundance of caution. While the DSMB noted 
on Oct. 13 that a pre-defined boundary for safety was reached at day 5, differences in safety outcomes between the 
groups were not significant in the updated data set and the Oct. 26 decision was driven by lack of clinical benefit for LY- 
CoV555 in a hospitalized population. 


Enrollment into the LY-CoV555 sub-study closed with 326 total participants. Those participants will continue to be 
followed until day 90. NIAID and trial coordinating investigators are in the process of analyzing the data and will provide 
more information in a forthcoming report. ACTIV-3 is an adaptive master protocol, and NIAID will provide information 
on additional investigational agents being planned for evaluation and any potential changes to the trial design as testing 
of new agents begins. 


The DSMB that oversees ACTIV-3 also oversees 4 , another adaptive trial evaluating LY-CoV555 in the outpatient 
population. The DSMB does not recommend any changes to ACTIV-2, and this study continues to enroll participants. 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 10/26/2020 7:32:52 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Woodcock, Janet (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9bc3fc3ebfcf4887 9f92169bd7644e29-Janet.Woodc] 

Cr Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc] 

Subject: FW: Help with ACTIV 


FYI 


From: Lauer, Michael (NIH/OD) [E] < b6 

Sent: Monday, October 26, 2020 2:54 PM 

To: Josie Briggs < b6 

Cc: Wholley, David (FNIH) [T] < b6 Freire, Maria (FNIH) [T] < b6 Nakela Cook 
< b6 Lauer, Michael (NIH/OD) [E] < b6 

Subject: Re: Help with ACTIV 


Hi Josie — outstanding, this is all great to hear! | agree — | doubt there’s much more | have to contribute beyond 
reiterating a high level of enthusiasm. This would be great for ACTIV, for PCORnet, and ultimately, for the country’s 
public health. 


Thanks so much! 


Mike 


From: Josie Briggs b6 

Date: Monday, October 26, 2020 at 2:05 PM 

To: "Lauer, Michael (NIH/OD) [E]" b6 

Ce: "Wholley, David (FNIH) [T]" b6 “Freire, Maria (FNIH) [T]" b6 Nakela 
Cook b6 

Subject: Help with ACTIV 


Greetings Mike, 

Closing the loop. | wanted you to know that I just got off the phone with Maria and David — starting to explore how 
PCORnet infrastructure might participate in several ACTIV studies — particularly probably the out-patient arms of ACTIV 2 
and 4. | know you, Nakela and | are scheduled to talk about this issue. On Friday, | think. 

Wanted you to know that | will be working to push our network to figure out what we can do. |am not sure if our call on 
Friday will still be needed —but in any case, | wanted you to know we have already got some of the connections in 

place. 


| will also be circling back to Amy Patterson in NHLBi. 


Josie 


COLL0000014194 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 


Sent: 10/27/2020 12:25:57 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

Subject: FW: DSMB outcome 


Vm copying you. 


From: Lane, Cliff (NIH/NIAID) [E] < b6é 

Sent: Monday, October 26, 2020 6:58 PM 

To; Wholley, David (FNIH) [T] < v6 

Cc: Tabak, Lawrence (NIH/OD) [E] < b6 Freire, Maria (FNIH) [T] < b6 Austin, 
Christopher (NIH/NCATS) [E] < b6 Parker, Ashley (NIH/OD) [E] < b6 Anderson, 
James (NIH/OD) [E] < b6 


Subject: DSMB outcome 


STATEMENT 


NIH-Sponsored ACTIV-3 Trial Closes LY-CoV555 Sub-study 


The ACTIV-3 clinical trial evaluating the investigational monoclonal antibody LY-CoV555 in hospitalized patients with 
COVID-19 will not enroll more participants into this sub-study following a recommendation from the independent Data 
and Safety Monitoring Board (DSMB). The trial is sponsored by the National Institute of Allergy and Infectious Diseases 
(NIAID), part of the National Institutes of Health. 


ACTIV-3 is a master protocol designed to allow for the study of multiple investigational agents compared to placebo in 
adults hospitalized with COVID-19.Participants in the trial are randomly assigned to receive either an experimental agent 
or a matched placebo. All participants also receive standard care for patients hospitalized with COVID-19, including the 
antiviral remdesivir. After five days, participants’ clinical status is assessed based on an ordinal scale. If the 
investigational agent appears to be safe and effective based on an evaluation of the first 300 participants (stage 1), an 
additional 700 participants are randomized and followed for 90 days to assess sustained recovery, defined as being 
discharged, alive and home for 14 days (stage 2). 


The first agent evaluated in the Phase 3, randomized, controlled trial was LY-CoV555. The monoclonal antibody was 
discovered by AbCellera Biologics based in Vancouver, in collaboration with NIAID’s Vaccine Research Center. 
Subsequently, it was developed and manufactured by Indianapolis-based Lilly Research Laboratories, Eli Lilly and 
Company, in partnership with AbCellera. 


The DSMB reviewed data from the ACTIV-3 trial on Oct. 26, 2020 and recommended no further participants be 
randomized to receive LY-CoV555 and that the investigators be unblinded to the data. This recommendation was based 
ona low likelihood that the intervention would be of clinical value in this hospitalized patient population. This follows 


COLL0000014195 


the Oct. 13, 2020 DSMB recommendation to pause enrollment out of an abundance of caution. While the DSMB noted 
on Oct. 13 that a pre-defined boundary for safety was reached at day 5, differences in safety outcomes between the 
groups were not significant in the updated data set and the Oct. 26 decision was driven by lack of clinical benefit for LY- 
CoV555 in a hospitalized population. 


Enrollment into the LY-CoV555 sub-study closed with 326 total participants. Those participants will continue to be 
followed until day 90. NIAID and trial coordinating investigators are in the process of analyzing the data and will provide 
more information in a forthcoming report. ACTIV-3 is an adaptive master protocol, and NIAID will provide information 
on additional investigational agents being planned for evaluation and any potential changes to the trial design as testing 
of new agents begins. 


The DSMB that oversees ACTIV-3 also oversees A another adaptive trial evaluating LY-CoV555 in the outpatient 
population. The DSMB does not recommend any changes to ACTIV-2, and this study continues to enroll participants. 


COLL0000014195 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 10/27/2020 2:02:32 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabaki]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854¢83f41d84-freiremc]; Parker, Ashley (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeOGebd70-parkeras] 


ce: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=dcd875f0679648859e 1cf101c0943414-adamsj4] 
Subject: FW: Hot - Congressional RFI - SENATE SD Delegation on SAb 


Just letting you know this is going on. We are supplying information to OWS and they are handling it. 


David 

From: Erhardt, William (HHS/IOS) < b6 

Sent: Tuesday, October 27, 2020 8:57 AM 

To: Teyhen, Deydre (HHS/IOS) < b6 

Cc: Bugin, Kevin (FDA/CDER) < b6 Adam, Stacey (FNIH) [T] < b6 


Subject: RE: Hot - Congressional RFI - SENATE SD Delegation on SAb 
Deydre, 


The question can be answered in two ways. 
(&) @). (&) (5) 


Please let me know if | hit the mark on this or not. 


Thanks, 
Bill 


From: Teyhen, Deydre (HHS/IOS) < b6 

Sent: Tuesday, October 27, 2020 8:51 AM 

To: Erhardt, William (HHS/I0S) b6 

Cc: Bugin, Kevin (FDA/CDER) < b6 

Subject: Hot - Congressional RFI - SENATE SD Delegation on SAb 
Importance: High 


COLL0000014201 


Bill 


Quick but important question — 


(b) 4), &) ) 
Thanks! 
STAY FIT! 
COL Deydre Teyhen 
COL Deydre S. Teyhen, DPT, PhD | Operation Warp Speed} Office: b6 | Cellular: v6 | HHS E- 
mail: b6 | DoD E-mail: b6 { 


Do not forward this message without the authorization of the sender. The information contained in this e-mail and any 
accompanying attachments may contain Freedom of Information Act / Privacy Act protected information, including pre-decisional 
and/or proprietary information. Sharing this information without permission could violate U.S. criminal law. If you are not the 
intended recipient of this information, any disclosure, copying, distribution, or the taking of any action in reliance of this information 
is strictly prohibited. If you received this email in error, please notify this office immediately by return e-mail so that appropriate 
corrective action can be taken. 


From: Teyhen, Deydre (HHS/IOS) 

Sent: Tuesday, October 27, 2020 8:05 AM 

To; Karl Erlandson (OS/ASPR/BARDA) | v6 

Cc: Kevin Bugin (FDA/CDER) ( b6 
Subject: FW: Congressional RFI - SENATE SD Delegation on SAb 
Importance: High 


Karl, 
(b) G) 
Thank you! 
STAY FIT! 
COL Deydre Teyhen 
COL Deydre S. Teyhen, DPT, PhD | Operation Warp Speed! Office: ( b6 | Cellular: v6 | HHS E- 
mail: b6 v | DoD E-mail: b6 | 


Do not forward this message without the authorization of the sender. The information contained in this e-mail and any 
accompanying attachments may contain Freedom of Information Act / Privacy Act protected information, including pre-decisional 


COLL0000014201 


and/or proprietary information. Sharing this information without permission could violate U.S. criminal law. {fyou are not the 
intended recipient of this information, any disclosure, copying, distribution, or the taking of any action in reliance of this information 
is strictly prohibited. If you received this email in error, please notify this office immediately by return e-mail so that appropriate 
corrective action can be taken. 


From: Shirley, COL Eric (HHS/IOS) < b6 

Sent: Tuesday, October 27, 2020 7:58 AM 

To; Teyhen, Deydre (HHS/IOS) v6 ; Marder, Paul (HHS/IOS) b6 Hanson, 
Kimberly (HHS/IOS) b6 Mack, MAJ Aimee (HHS/IOS) < b6 

Cc: Bugin, Kevin(FDA/CDER) b6 Shinkle, Theodore (HHS/IOS) b6 


Subject: Congressional RFI - SENATE SD Delegation on SAb 


Deydre, 
(b) (4), (b) (5) 


V/R, 

COLS 

ERIC P. SHIRLEY 

Colonel, US Army 

Operation Warp Speed 

Chief of Staff 

HHS (Humphrey Bldg), Rm#729D 
O; b6 

M: b6 


Do not forward this message without the authorization of the sender. The information contained in this e-mail and any accompanying attachments may. 
contain Freedom of Information Act / Privacy Act protected information, including pre-decisional and/or proprietary information. Sharing this information 
without permission could violate U.S. criminal law. If you are not the intended recipient of this information, any disclosure, copying, distribution, or the 
taking of any action in reliance of this information is strictly prohibited. If you received this email in error, please notify this office immediately by return e- 
mail so that appropriate corrective action can be taken. 


COLL0000014201 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 10/27/2020 11:06:59 PM 

To: Dalvir Gill [ b6 Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; 
Harrigan, Rachel (HHS/IOS) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=41f4c4e7fa8c48359fe7fdcef26cbabe-Rachel.Harr]; Marks, Gilbert 
(OS/ASPR/BARDA) (CTR) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=6000813360604175835d3c77c2eeadb7-Gilbert.Mar] 

cc; Janice Chang b6 Woodcock, Janet (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9bc3fc3ebfcf4887 9192 169bd7644e29-Janet.Woodc]; Bugin, Kevin 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d4e98409d40a4a9880bfb9f70948 1e7c-BUGINK.fda]; Taylor, Ann E. (CMO) 
[ b6 Michelle Rohrer [ b6 Robert Goodwin 
f b6 Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

Subject: RE: TransCelerate / ACTIV - Investigator Registry data access progress 


Dalvir: 

Awesome! Thanks so much, you’ve really delivered! | think we can indeed take it from here. We need the ACTIV teams 
to specify the kinds of data fields we’d need. We will be happy to set up a meeting with our OWS and NIH folks to 
discuss that directly with the companies, perhaps with an advance summary document. | know the OWS/NIH/FNIH 
team has been focused on developing that for the other two opportunities you surfaced, so | will confer with them first 
before getting back with a timeline. 


Thanks, David 

From: Dalvir Gill < b6 

Sent: Tuesday, October 27, 2020 7:02 PM 

To: Wholley, David (FNIH) [T] < b6 Adam, Stacey (FNIH) [T] < b6 Harrigan, Rachel 
(HHS/IOS) < b6 Marks, Gilbert (OS/ASPR/BARDA) (CTR) < b6 

Ce: Janice Chang < b6 Woodcock, Janet (FDA/CDER) 

< b6 Bugin, Kevin (FDA/CDER) < b6 Taylor, Ann E. (CMO) 

< b6 Michelle Rohrer < b6 Robert Goodwin 

< b6 


Subject: TransCelerate / ACTIV - Investigator Registry data access progress 


Dear colleagues, 


(&) @). (&) (S) 


COLL0000014206 


We can supply the names from our end if that would be preferable and you guys can then take it from there. 
Let us know. 


Regards, 


Dalvir 


Dalvir Gill, PhD 
Chief Executive Officer 
TransCelerate BioPharma Inc. 


+16 
b6 
Executive Assistant ~ Naney Duffy-Leis 
Ho (BG 
v6 


ransCclerateBioPharmalnc.com 


This message and any other electronic communication (i.e,, email, instant message, SMS, etc.) and its attachments (an "e-communication") are 
intended solely for the use of the intended recipient(s) and may contain information that is privileged, confidential, proprietary or otherwise 
protected by work product immunity or other legal rules. No confidentiality or privilege is waived or lost by any transmission errors. If you are 
not an intended recipient, please notify the sender, and then please delete and destroy all copies and attachments, and be advised that any 
review or dissemination of, or the taking of any action in reliance on, the information contained in or attached to this e-communication is 


prohibited. 
From: Dalvir Gill b6 
Date: Friday, October 23, 2020 at 3:05 PM 
To: David Wholley b6 "Adam, Stacey (FNIH) [T]" b6 “Harrigan, Rachel 
(HHS/IOS)" < b6 Lynn Marks < b6 
Ce: Janice Chang < b6 


Subject: TransCelerate / ACTIV discussions - status update 
Dear ACTIV team, 


It was great talking to you yesterday evening. Quick update (b) @). &) (5) 


(b) ), (&) 6) 


COLL0000014206 


(b) (4). &) G) 


Nothing is simple | guess but the bottom line is that | think we will be able to do this. It will just take a little 
longer to work out the details. Stay tuned 


Have a great weekend. Let me if you have questions. 
Dalvir 

Dalvir Gill, PhD 

Chief Executive Officer 


TransCelerate BioPharma Inc. 
b6 


Executive Assistant ~ Nancy Duffy-Leis 


www. TransCelerateBioPharmainc.com 


COLL0000014206 


‘This message and any other electronic communication (i.e., email, instant message, SMS, etc) and its attachments (an “e-communication") are 
Intended solely for the use of the intended recipient(s) and may contain information thats privileged, confidential, proprietary or otherwise 
protected by work product immunity or other legal rules. No confidentiality or privilege is waived or lost by any transmission errors. If you are 
not an intended recipient, please notify the sender, and then please delete and destroy all copies and attachments, and be advised that any 


review or dissemination of, or the taking of any action in reliance on, the information contained in or attached to th’s e-communication is 
prohibited. 


COLL0000014206 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 10/28/2020 11:07:31 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf}; Tabak, Lawrence (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=17597cabce42247548e5967 78304f781f-austinc]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm] 

Subject: ACTIV Daily Update 20201028.pptx 

Attachments: ACTIV Daily Update 20201028.pptx 


Here are slides for this morning’s meeting, Wednesday October 28. 


COLL0000014214 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 10/28/2020 4:50:47 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak!]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Austin, Christopher 
(INIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e5967 78304f781f-austinc]; Parker, Ashley (NIH/OD) (E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm] 


Subject: Follow-up on ACTIV-3 DSMB 
Flag: Follow up 
Hi Francis: 


(b) (4). (b) (5) 


Thanks, David 


David Wholley 
Senior Vice-President, Research Partnerships 
Foundation for the National Institutes of Health 


In 2019, the FN earned the highest rating from Charity Navigator for the fifth consecutive year and was recognized 
as an organization that excceds industry standards. 


COLL0000014220 


From: Lane, Cliff (NIH/NIAID) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=2D7E368A3137473BBCE161547A82F2DE-CLANE] 

Sent: 10/28/2020 4:55:11 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257 -wholleyd]; Collins, Francis (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=17597cabce42247548e596778304f781f-austinc]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm] 

Subject: Re: Follow-up on ACTIV-3 DSMB 


Sorry I could not make the call this morning. 


I think the current bottom line from the review of the data thus far is that one cannot say whether or not this is a class 
effect and the only way to really know is to examine other (somewhat different) agents in the same class. 


Chiff 
From: "Wholley, David (FNIH) [T]" < b6 
Date: Wednesday, October 28, 2020 at 12:50 PM 
To: "Collins, Francis (NIH/OD) (E]" < b6 Lawrence Tabak < b6 "Lane, 
Cliff (NIH/NIAID) [E]" < b6 "Freire, Maria (FNIH) [T]" < b6 "Austin, 
Christopher (NIH/NCATS) [E]" < b6 “Parker, Ashley (NIH/OD) [E]" 
< b6 "Anderson, James (NIH/OD) [E]" < b6 
Subject: Follow-up on ACTIV-3 DSMB 
Hi Francis: 
(b) (4). (&) (5) 
Thanks, David 


David Wholley 

Senior Vice-President, Research Partnerships 

Foundation for the National Institutes of Health 
b6 


rs 
11400 Rockville Pike Suite 600 North Be’ 


sda. MD 20852 


In 2019, the FNIH earned the highest rating from Charity Navigator for the fifth consecutive year and was recognized 
as an organization that exceeds industry standards. 


COLL0000014227 


COLL0000014227 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 10/28/2020 7:59:15 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Tabak, Lawrence (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabakl]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=17597cabc42247548e5967 78304f781f-austinc]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm] 

Subject: RE: Follow-up on ACTIV-3 DSMB 


Francis, my understanding is that this data has either not yet been generated or is not in the summary report, but 
listening to the TOC | am hearing that plan is to submit preliminary report to a journal around November 9. NIAID are 
the stewards of this data, however, and your question is best answered by them. Thanks, David 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Wednesday, October 28, 2020 2:24 PM 

To: Lane, Cliff (NIH/NIAID) [E] < b6 Wholley, David (FNIH) [T] < b6 Tabak, Lawrence 
(NIH/OD) [E] < b6 Freire, Maria (FNIH) [T] < b6 Austin, Christopher (NIH/NCATS) 
[El< b6 Parker, Ashley (NIH/OD) [E] < b6 Anderson, James (NIH/OD) [E] 

< v6 


Subject: RE: Follow-up on ACTIV-3 DSMB 


What's the timetable for finding out pre-infusion SARS-CoV-2 antibody levels in ACTIV-3 participants? 


From: Lane, Cliff (NIH/NIAID) [E] < b6 

Sent: Wednesday, October 28, 2020 12:55 PM 

To: Wholley, David (FNIH) [T] < b6 Collins, Francis (NIH/OD) [E] < b6 Tabak, 
Lawrence (NIH/OD) [E] < b6 Freire, Maria (FNIH) [T] < b6 Austin, Christopher 
(NIH/NCATS) [E] < b6 Parker, Ashley (NIH/OD) [E] < b6 Anderson, James 
(NIH/OD) [E] < b6 


Subject: Re: Follow-up on ACTIV-3 DSMB 
Sorry I could not make the call this morning. 


I think the current bottom line from the review of the data thus far is that one cannot say whether or not this is a class 
effect and the only way to really know is to examine other (somewhat different) agents in the same class. 


Chiff 

From: "Wholley, David (FNIH) [T]" < b6 

Date: Wednesday, October 28, 2020 at 12:50 PM 

To: "Collins, Francis (NIH/OD) [E]" < 6 Lawrence Tabak < 6 "Lane, 
Cliff (NIH/NIAID) [E]" b6 >, "Freire, Maria (FNIH) [T]"< b6 “Austin, 


COLL0000014243 


Christopher (NIH/NCATS) [E]" < b6 “Parker, Ashley (NIH/OD) [E]" 
b6 "Anderson, James (NIH/OD) [E]" < b6 
Subject: Follow-up on ACTIV-3 DSMB 


Hi Francis: 
(b) @). &) G) 


Thanks, David 


David Wholley 

Senior Vice-President, Research Partnerships 

Foundation for the National Institutes of Health 
b6 


fnih.org 
11400 Rockville Pike Suite 600 North Bethesda, MD 20852 


In 2019, the FNIH earned the highest rating from Charity Navigator for the fifth consecutive year and 


was recognized as an organization that exceeds industry standards. 


COLL0000014243 


From: Lane, Cliff (NIH/NIAID) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=2D7E368A3137473BBCE161547A82F2DE-CLANE] 

Sent: 10/28/2020 8:10:16 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=17597cabce42247548e596778304f781f-austinc]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm] 

Subject: Re: Follow-up on ACTIV-3 DSMB 


My best guess is about 2 weeks. The assays only take a few days; getting the samples here may take 7-10 days. 


Cliff 

From: "Collins, Francis (NIH/OD) [E]" < b6 

Date: Wednesday, October 28, 2020 at 2:24 PM 

To: "Lane, Cliff (NIH/NIAID) [E]" < b6 "Wholley, David (FNIH) [T]" < b6 
Lawrence Tabak < b6 "Freire, Maria (FNIH) [T]" < b6 "Austin, 
Christopher (NIH/NCATS) [E]" < b6 "Parker, Ashley (NIH/OD) [E]" 

< b6 "Anderson, James (NIH/OD) [E]" < b6 


Subject: RE: Follow-up on ACTIV-3 DSMB 


What's the timetable for finding out pre-infusion SARS-CoV-2 antibody levels in ACTIV-3 participants? 


From: Lane, Cliff (NIH/NIAID) [E] < b6 

Sent: Wednesday, October 28, 2020 12:55 PM 

To: Wholley, David (FNIH) [T] < b6 Collins, Francis (NIH/OD) [E] < b6 Tabak, 
Lawrence (NIH/OD) [E] < b6 Freire, Maria (FNIH) [T] < b6 Austin, Christopher 
(NIH/NCATS) [E] < b6 Parker, Ashley (NIH/OD) [E] < b6 Anderson, James 
(NIH/OD) [E] < b6 


Subject: Re: Follow-up on ACTIV-3 DSMB 
Sorry I could not make the call this morning. 


I think the current bottom line from the review of the data thus far is that one cannot say whether or not this is a class 
effect and the only way to really know is to examine other (somewhat different) agents in the same class. 


Cliff 

From: "Wholley, David (FNIH) [T]" b6 

Date: Wednesday, October 28, 2020 at 12:50 PM 

To: "Collins, Francis (NIH/OD) (E]" < b6 Lawrence Tabak < b6 "Lane, 


COLL0000014244 


Cliff (NIH/NIAID) [E]" < b6 , "Freire, Maria (FNIH) [T]" v6 “Austin 
Christopher (NIH/NCATS) [E]" b6 >, "Parker, Ashley (NIH/OD) [E]" 

b6 "Anderson, James (NIH/OD) [E]" < b6 
Subject: Follow-up on ACTIV-3 DSMB 


Hi Francis: 


(b) (4). &) ) 


Thanks, David 


David Wholley 
Senior Vice-President, Research Partnerships 
Foundation for the National fnstitutes of Health 
b6 
thih.org 
11400 Rockville Pike Suite 600 North Bethesda, MD 20852 


In 2019, the FNTA earned the highest rating from Charity Navigator for the fifth consecutive year and was recognized 


as un organization that exceeds industry standards. 


COLL0000014244 


From: Dalvir Gill [ b6 

Sent: 10/29/2020 11:51:13 AM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Adam, Stacey (FNIH) [T] 

o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd87510679648859e 1cf101c0943414-adamsj4]; Harrigan, Rachel (HHS/IOS) 

'o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=41f4c4e7fa8c48359fe7fdcef26cbabc-Rachel.Harr]; Marks, Gilbert 

(OS/ASPR/BARDA) (CTR) [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=60008133606b4175835d3c77c2eeadb7-Gilbert. Mar] 

ce: Janice Chang b6 Woodcock, Janet (FDA/CDER) 

'o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=9be3fc3ebfcf48879f92 169bd7644e29-Janet.Woodc]; Bugin, Kevin 

(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=d4e98409d40a4a9880bfb9f70948 1e7c-BUGINK.fda]; Taylor, Ann E. (CMO) 


b6 Michelle Rohrer [ b6é Robert Goodwin 
b6 Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 
Subject: Re: TransCelerate / ACTIV - Investigator Registry data access progress 
Thanks David. (&) @). &) G) 


(©) (4). (b) (5) 


Regards, 


Dalvir 


Get Outlook for iOS 


From: Wholley, David (FNIH) [T] < b6 


Sent: Tuesday, October 27, 2020 7:06:59 PM 

To: Dalvir Gill < b6 Adam, Stacey (FNIH) [T] < b6 Harrigan, 
Rachel (HHS/IOS) < b6 Marks, Gilbert (OS/ASPR/BARDA) (CTR) < b6 

Ce: Janice Chang < b6 Woodcock, Janet (FDA/CDER) 

< b6 Bugin, Kevin (FDA/CDER) < b6 Taylor, Ann E. (CMO) 

< b6 Michelle Rohrer < b6 Robert Goodwin 

< b6 Collins, Francis (NIH/OD) [E] < v6 


Subject: RE: TransCelerate / ACTIV - Investigator Registry data access progress 


Dalvir: 

Awesome! Thanks so much, you’ve really delivered! | think we can indeed take it from here. We need the ACTIV teams 
to specify the kinds of data fields we’d need. We will be happy to set up a meeting with our OWS and NIH folks to 
discuss that directly with the companies, perhaps with an advance summary document. | know the OWS/NIH/FNIH 


team has been focused on developing that for the other two opportunities you surfaced, so | will confer with them first 
before getting back with a timeline. 


Thanks, David 


COLL0000014250 


From: Dalvir Gill < v6 
Sent: Tuesday, October 27, 2020 7:02 PM 


To: Wholley, David (FNIH) [T] < b6 Adam, Stacey (FNIH) [T] < b6 Harrigan, Rachel 
(HHS/lOS) < bé Marks, Gilbert (OS/ASPR/BARDA) (CTR) < b6 

Ce: Janice Chang < bé Woodcock, Janet (FDA/CDER) 

< b6 Bugin, Kevin (FDA/CDER) < b6 Taylor, Ann E. (CMO) 

< b6 Michelle Rohrer < b6 Robert Goodwin 

< b6 


Subject: TransCelerate / ACTIV - Investigator Registry data access progress 


Dear colleagues, 
&) @), ©) G) 


Regards, 


Dalvir 


Dalvir Gill, PhD 

Chief Executive Officer 

TransCelerate BioPharma Inc. 
b6 


Executive Assistant - Nancy Duffy-Leis 


www. TransCelerateBioPharmainc.com 


This message and any other electronic communication (i.e., email, instant message, SMS, etc.) and its attachments (an “e-communication") are 
intended solely for the use of the intended recipient(s) and may contain information that is privileged, confidential, proprietary or otherwise 
protected by work product immunity or other legal rules. No confidentiality or privilege is waived or lost by any transmission errors. If you are 
not an intended recipient, please notify the sender, and then please delete and destroy all copies and attachments, and be advised that any 
review or dissemination of, or the taking of any action in reliance on, the information contained in or attached to this e-communication is 
prohibited. 


COLL0000014250 


From: Dalvir Gill b6 
Date: Friday, October 23, 2020 at 3:05 PM 


To: David Wholley < b6 “Adam, Stacey (FNIH) [T]" 
(HHS/IOS)" < b6 Lynn Marks < b6 
Ce: Janice Chang b6 


Subject: TransCelerate / ACTIV discussions - status update 
Dear ACTIV team, 


It was great talking to you yesterday evening. Quick update 
(®) ). @) () 


(b) (4). (&) (5) 


“Harrigan, Rachel 


COLL0000014250 


Nothing is simple | guess but the bottom line is that | think we will be able to do this. It will just take a little 


longer to work out the details. Stay tuned 


Have a great weekend. Let me if you have questions. 


Dalvir 


Datvir Gill, PhD 

Chief Executive Officer 

TransCelerate 
b6 


wwistant — Nancy Duffv-Leis 


www. TransCelerateBioPharmalnc.com 


This message and any other electronic communication (\.e., email, instant message, SMS, etc.) and its attachments (an “e-communication") are 


intended solely for the use of the intended recipient(s) and may contai 


information that is privileged, confidential, proprietary or otherwise 


protected by work product immunity or other legal rules. No confidentiality or privilege is waived or lost by any transmission errors. If you are 
not an intended recipient, please notify the sender, and then please delete and destroy all copies and attachments, and be advised that any 


review or dissemination of, or the taking of any action in reliance on, the information contained in or attached to this e-communication is 


prohibited. 


COLL0000014250 


From: Austin, Christopher (NIH/NCATS) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=17597CABC422475S 48ES96778304F781F-AUSTINC] 

Sent: 1/23/2021 9:02:41 PM 

To: Patterson, Amy (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=afad1ca74b3e449d8b4f3191d65bb70f-pattersa]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tadakl]; Collins, Francis (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf}; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Wholley, David (FNIH) (T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 


ce: Gibbons, Gary (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b71b953b50a5495ca0f2869ab13bc407-gibbonsgh] 

Subject: RE: MORE GOOD NEWS 

Flag: Follow up 


Thanks Amy, indeed good news. 


l’'ve asked the ACTIV-1 team for their view on impact on that trial. This is outpatient and ACTIV-1 is inpatient, but 
clinicians may want to use it in inpatients nonetheless. | also asked the N3C team to look at ©@.©© to see if we can 
reproduce this result in that dataset. 


From: Patterson, Amy (NIH/NHLBI) [E] < b6 

Sent: Saturday, January 23, 2021 3:59 PM 

To: Tabak, Lawrence (NIH/OD) [E] < b6 Collins, Francis (NIH/OD) [E] < b6 

Austin, Christopher (NIH/NCATS) [E] < v6 Lane, Cliff (NIH/NIAID) [E] < b6 Freire, 
Maria (FNIH) [T] < b6 Wholley, David (FNIH) [T] < b6 

Cc: Gibbons, Gary (NIH/NHLBI) [E] < b6 


Subject: RE: MORE GOOD NEWS 


Thought to act as an immunomodulator 


From: Tabak, Lawrence (NIH/OD) [E] < b6 

Sent: Saturday, January 23, 2021 3:47 PM 

To: Patterson, Amy (NIH/NHLBI) [E] < b6 Collins, Francis (NIH/OD) [E] < b6 

Austin, Christopher (NIH/NCATS) [E] < b6 Lane, Cliff (NIH/NIAID) [E] < b6 Freire, 
Maria (FNIH) [T] < b6 Wholley, David (FNIH) [T] < b6 

Ce: Gibbons, Gary (NIH/NHLBI) [E] < b6 


Subject: Re: MORE GOOD NEWS 


Any understanding of the mechanism? 


Thanks 

Larry 

From: "Patterson, Amy (NIH/NHLBI) [E]" < b6 

Date: Saturday, January 23, 2021 at 3:45 PM 

To: Francis Collins b6 >, "Tabak, Lawrence (NIH/OD) [E]" < b6 


COLL0000014252 


"Austin, Christopher (NIHINCATS) [Er b6 . "Lane, Cliff (NIH/NIAID) [E]" 
>, "Freire, Maria (FNIH) [T]" < b6 "Wholley, David (FNIH) [T]" 
e 
Ce: "Gibbons, Gary (NIH/NHLBI) [E]" b6 
Subject: MORE GOOD NEWS 


Some more good news — this time coming from international trial, COLCORONA that has been run out of the 
Montreal Heart Institute and for which we have supported the US component since March 2020. Their DSMB 
just reviewed trial results from 4159 outpatients with a proven diagnosis of COVID-19 and found that 
colchicine reduced hospitalizations by 25%, the need for mechanical ventilation by 50%, and deaths by 44% - 
compared to placebo. This is a good example of repurposing a well-known generic! 


https://www.globenewswire.com/news-release/2021/01/23/2163109/0/en/Colchicine-reduces-the-risk-of- 
COVID-19-related-complications.html 


Amy 


COLL0000014252 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 
Sent: 10/29/2020 5:52:37 PM 


To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 
Subject: FW: ACTIV Calls for December 


Hi Francis—thoughts? 


From: Melencio, Cheryl (FNIH) [T] < bé 
Sent: Thursday, October 29, 2020 12:40 PM 
To; Wholley, David (FNIH) [T] < v6 


Subject: ACTIV Calls for December 
David 


Should we schedule calls for December? With the holidays it may be hard to get an ACTIV EC and ACTIV Leadership 
Team call in. Joe and | were discussing this and he said maybe we should just schedule a Leadership Team Call for the 
2" or 3™ week, but that would be something you and Francis need to decide. I'd like to reach out to Gretchen to get it 
set up, whatever is decided. 


Thanks 
Cheryl 


Cheryl Melencio 

Administrative Manager, Research Partnerships 

Foundation for the National Institutes of Health 
b6 


11400 Rockville Pike Suite 600 North Bethesda, MD 20852 


Donate to the FNIH's Pandemic Response Fund to combat COVID-19: fnih.org/pandemic 


FNIN PANDEMIC 


RESPONSE FUND 


COLL0000014254 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 10/30/2020 4:03:58 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf}; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836bSff4e9988e3770cfc7ee770-tabakl]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=17597cabce42247548e5967 78304f781f-austinc]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm] 

Subject: ACTIV Daily Update 20201030.pptx 

Attachments: ACTIV Daily Update 20201030.pptx 


Slides for war room tomorrow, Friday October 30. 


COLL0000014261 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF28414883D0B6996D677257-WHOLLEYD] 
Sent: 6/8/2020 1:14:23 AM 
To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 
Subject: RE: Gates conversation 
Flag: Follow up 
Francis, 
(b) (4), (6) 6) 
David 
From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Sunday, June 7, 2020 9:54 AM 
To: Wholley, David (FNIH) [T] < v6 


Subject: FW: Gates conversation 


| think a workshop would be terrific — interesting science and a chance to do team-building with the 


companies. (®) (4). (&) () 
From: Woodcock, Janet < b6 
Sent: Sunday, June 7, 2020 8:09 AM 

To: Collins, Francis (NIH/OD) [E] b6 


Subject: Gates conversation 


That was very illuminating yesterday, | believe all the candidates for the ACTIV protocols should have to participate. 


What do you think about a scientific workshop once we get the protocols launched? There is quite a debate over Fc 
region modifications or not, combos or not, what epitopes should be targeted, etc. Perhaps ACTIV could sponsor, or 
NIH, or OWS could sponsor. Hopefully the Gates effort could co-sponsor. jw 


COLL0000017751 


From: Tabak, Lawrence (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=02E22836B5FF4E9988E3770CFC7EE770-TABAKL] 

Sent: 6/8/2020 2:24:20 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm] 

Subject: Re: Gates conversation 


Sure; | assume virtual. What is desired timeframe. Do you only want companies and ACTIV membership or do you want 
to invite academic experts as well? 

Jim, let’s discuss logistics. 

larry 


From: Francis Collins < b6 

Date: Sunday, June 7, 2020 at 10:07 PM 

To: "Tabak, Lawrence (NIH/OD) [E]" < b6 "Anderson, James (NIH/OD) [E]" 
< b6 

Subject: FW: Gates conversation 


(b) (4), (©) (5) 


From: Wholley, David (FNIH) [T] < b6 
Sent: Sunday, June 7, 2020 9:14 PM 
To: Collins, Francis (NIH/OD) [E] < b6 


Subject: RE: Gates conversation 


Francis, 


(b) (4). (b) (5) 
David 


From: Collins, Francis (NIH/OD) [E] b6 
Sent: Sunday, June 7, 2020 9:54 AM 

To: Wholley, David (FNIH) [T] b6 
Subject: FW: Gates conversation 


| think a workshop would be terrific — interesting science and a chance to do team-building with the 
companies. (b) (4). (b) (5) 


From: Woodcock, Janet b6 
Sent: Sunday, June 7, 2020 8:09 AM 

To: Collins, Francis (NIH/OD) [E] bé 
Subject: Gates conversation 


That was very illuminating yesterday, | believe all the candidates for the ACTIV protocols should have to participate. 
What do you think about a scientific workshop once we get the protocols launched? There is quite a debate over Fc 


region modifications or not, combos or not, what epitopes should be targeted, etc. Perhaps ACTIV could sponsor, or 
NIH, or OWS could sponsor. Hopefully the Gates effort could co-sponsor. jw 


COLL0000017752 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 
Sent: 6/8/2020 2:00:16 PM 


To: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak!] 
ce: Santos, Michael (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65/80-santosmr]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=dcd87510679648859e1cf101c0943414-adamsj4]; Menetski, Joseph (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 laf52dc42427ea3d34f1e072f8cb7-menetskijp]; James, Stephanie (FNIH) 
[7] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8d1-jamesst]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Collins, Francis (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane] 


Subject: Liaisons to ACTIV working groups for NIH monoclonal antibodies workshop 
Flag: Follow up 
Hi, Larry: 


Please work with Mike Santos as your primary point of contact for this. He can work with Stacey Adam and Joe 
Menetski for their group. For starters, in response to Francis’s earlier question about having mAb experts available for 
some of the calls in this area, Joe and Stacey had already pulled together a list of about 30 people which Mike can share 
with you, Also suggest you may want to reach out to Mary Marvich at NIAID, as Sarah Read has recently asked her to be 
involved in some of the mAb trial design work going on with ACTIV, and she seems like she'd be interested. David 


David Wholley 

Senior Vice-President, Research Partnerships 

Foundation for the National Institutes of Health 
b6 

fnih.org 

11400 Rockville P 


ite 600 North Bethesda, MD 20852 


dn 2019, the FNIH earned the highest rating from Charity Navigator for the fifth consecutive year and was recognized 
as an organization that exceeds industry standards. 


COLL0000017754 


From: Tabak, Lawrence (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=02E22836B5FF4E9988E3770CFC7EE770-TABAKL] 


Sent: 6/8/2020 2:13:08 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

cc: Santos, Michael (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65/80-santosmr]; Adam, Stacey (FNIH) [T] 

‘o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd87510679648859e 1cf101c0943414-adamsj4]; Menetski, Joseph (FNIH) [T] 

o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 laf52dc42427ea3d34f1e072f8cb7-menetskijp]; James, Stephanie (FNIH) 

[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8d1-jamesst]; Freire, Maria (FNIH) [T] 

'o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Collins, Francis (NIH/OD) 

E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Lane, Cliff (NIH/NIAID) [E] 

[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Anderson, James (NIH/OD) [E] 

[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm] 

Subject: Re: Liaisons to ACTIV working groups for NIH monoclonal antibodies workshop 


Flag: Follow up 
+ Jim Anderson 


Jim, let me know when you want to discuss how best to accomplish this please. 


Thanks 

Larry 

From: "Wholley, David (FNIH) [T]" < b6 

Date: Monday, June 8, 2020 at 10:00 AM 

To: "Tabak, Lawrence (NIH/OD) [E]" < b6 

Cc; "Santos, Michael (FNIH) [T]" < b6 “Adam, Stacey (FNIH) [T]"< b6 

"Menetski, Joseph (FNIH) [T]" < b6 "James, Stephanie (FNIH) [T]" < b6 

"Freire, Maria (FNIH) [T]"< b6 Francis Collins < b6 "Lane, Cliff (NIH/NIAID) 
[eEI"< b6 


Subject: Liaisons to ACTIV working groups for NIH monoclonal antibodies workshop 


Hi, Larry: 

Please work with Mike Santos as your primary point of contact for this. He can work with Stacey Adam and Joe 
Menetski for their group. For starters, in response to Francis’s earlier question about having mAb experts available for 
some of the calls in this area, Joe and Stacey had already pulled together a list of about 30 people which Mike can share 
with you. Also suggest you may want to reach out to Mary Marvich at NIAID, as Sarah Read has recently asked her to be 
involved in some of the mAb trial design work going on with ACTIV, and she seems like she'd be interested. David 


David Wholley 

Senior Vice-President, Research Parmerships 

Foundation for the National Institutes of Health 
b6 

fhih.org 

11400 Rockville Pike Suite 600 North Bethe: 


sda, MD 20852 


COLL0000017755 


In 2019, the FNIH earned the highest rating from Charity Navigator for the fifth consecutive year and was recognized 
as an organization that exceeds industry standards, 


COLL0000017755 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 
Sent: 6/8/2020 5:32:44 PM 


To: Woodcock, Janet (FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9bc3fc3ebfcf4887 9192 169bd7644e29-Janet.Woodc] 
ce: Anderson, James (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonim]; Tabak, Lawrence 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak|]; Santos, Michael (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e 18ef4cc6952f65f80-santosmr]; Collins, Francis (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=dcd87510679648859e1cf101c0943414-adamsj4]; Menetski, Joseph (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1af52dc4a427e23d34f1e072f8cb7-menetskijp] 

Subject: Workshop on mAbs science 


Hi Janet: 

Francis forwarded me an email exchange he had with you yesterday morning about the idea of running a scientific 
workshop on the features of Abs to be considered when optimizing them for therapeutic development (fC, epitopes, 
combinatorial development etc.) once the ACTIV master protocols are launched. | just got off a call to follow this up 
with Larry Tabak and Jim Anderson. They’ve agreed that the Office of Strategic Coordination at NIH OD, which is 
headed by Betsy Wilder, can coordinate and manage such an effort. Mike Santos from FNIH will act as liaison to the 
ACTIV Working Groups. Joe Menetski and Stacey Adam have already put together a list of about ~30 experts that Mike 
will forward to Jim to get the ball rolling. 


Question for you is whether you want someone from your OWS team also involved, and if so, who, and whether you 
have any ideas as to whom should be involved from FDA. Feel free also to reply all to this email with any other thoughts 
you have on the topics that should be discussed. 

Thanks, 

David 


David Wholley 
nior Vice-President, Research Partnerships 
Foundation for the National Institutes of Health 
b6 
fnih.org, 
11400 Rockville Pike Suite 600 North Bethesda, MD 20852 


dn 2019, the FNUH earned the highest rating from Charity Navigator for the fifth consecutive year and was recognized 
as an organization that exceeds industry standards, 


COLL0000017756 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 6/8/2020 9:20:42 PM 

To: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ded875{0679648859e1cf101c0943414-adamsj4]; Collins, Francis (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Woodcock, Janet (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9bc3fc3ebicf48879192 169bd7644e29-Janet.Woodc]; Farley, John 
(FOA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40b4c4456b14464788f31fe 7bcaa09bc-FARLEY).fda) 


cc: Bugin, Kevin (FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=d4e98409d40a4a9880bfb9f709481e7c-BUGINK.fda]; Lawlor, Ciaran 
[ b6 Chen, Helen Q. [ b6 Eric Hughes [ b6 Read, 


Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Judy Currier 

[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=890082c7c1e34902b0f5353 20cd16650-jscurrier.m]; Smith, David 

[ b6 Jens Lundgren [jens. b6 Jim Neaton [ b6 
Subject: RE: Updated "Internal Version" Slides for mAb Summit Tomorrow - For Review 


Flag: Follow up 


These generally look good to me. 


From: Adam, Stacey (FNIH) [T] < b6 

Sent: Monday, June 8, 2020 4:48 PM 

To: Collins, Francis (NIH/OD) [E] < b6 Wholley, David (FNIH) [T] < b6 Woodcock, 
Janet (FDA/CDER) < b6 Farley, John (FDA/CDER) < b6 

Cc: Bugin, Kevin (FDA/CDER) < bé6 Lawlor, Ciaran < b6 Chen, Helen Q. 

< b6 Eric Hughes < b6 Read, Sarah (NIH/NIAID) [E] 

< b6 Judy Currier < b6 Smith, David < b6 Jens 
Lundgren < b6 Jim Neaton < b6 


Subject: Updated "Internal Version" Slides for mAb Summit Tomorrow - For Review 
Importance: High 


Dear Francis, Janet, John, and David, 
Please find attached the updated slides with all of the suggestions from our meeting yesterday taken into account, as 
well the feedback from NIAID, the trial teams, and some of the companies. Please review as soon as you can and let us 


know if you have further edits. 


We would like to send the slide out tonight ahead of the meeting along with the full ACTIV-3 DRAFT Protocol, which was 
finished as of today. 


Thank you in advance for your review and feedback. 


COLL0000017770 


Direct: b6 Mobile: b6 
fhib.org 
11400 Rockville Pike, Suite 600. North Be 


Anoo 


Donate to the FNIH’s Pandemic Response Fund to combat COVID-19: inih.org/pandemic 


da, MD 20852 


FNIH PANDEMIC 


RESPONSE FUND 


COLL0000017770 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=DCD875F06796488S9E 1CF101C0943414-ADAMSJ4] 

Sent: 6/8/2020 10:29:25 PM. 

To: Farley, John (FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=40b4c4456b14464788f3 1fe7bcaa09bc-FARLEY). fda]; Collins, Francis 
(NIH/OD) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Woodcock, Janet 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=9bc3fc3ebfcf4887 9192 169bd7644e29-Janet.Woodc] 


cc: Bugin, Kevin (FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=d4e98409d40a4a9880bfb9f70948 1e7c-BUGINK.fda]; Lawlor, Ciaran 
[ b6 Chen, Helen Q. [ b6 Eric Hughes [ b6 Read, 


Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Judy Currier 

[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=890082c7c1e34902b0f535320cd16650-jscurrier.m]; Smith, David 

[ b6 Jens Lundgren [jens. b6 Jim Neaton [ b6 
Subject: RE: Updated "Internal Version" Slides for mAb Summit Tomorrow - For Review 


Flag: Follow up 
Thanks, John, for the edit and the suggestion. 


If the others will let us know what you think, we can keep or move the slide accordingly. 


Thanks, 
Stacey 


Mobile: b6 
From: Farley, John < v6 
Sent: Monday, June 8, 2020 6:15 PM 
To: Adam, Stacey (FNIH) [T] < b6 Collins, Francis (NIH/OD) [E] < b6 Wholley, David 
(FNIH) [T] < b6 Woodcock, Janet (FDA/CDER) < b6 
Ce: Bugin, Kevin (FDA/CDER) < b6 Lawlor, Ciaran < b6 Chen, Helen Q. 
< b6 Eric Hughes < b6 Read, Sarah (NIH/NIAID) [E] 
< b6 Judy Currier < b6 Smith, David < b6 Jens 
Lundgren < b6 Jim Neaton < b6 


Subject: RE: Updated "Internal Version" Slides for mAb Summit Tomorrow - For Review 


A minor edit to slide 18 for precision. 

RE slide 22, I’m happy to explain that FDA would expect sponsor to open a PIND for their product and submit virologic, 
product quality, and non-clinical data and would then have an IND in effect for their SAD. The Master protocol would 
have it’s own IND and FDA would ask for letters of authorization for cross-referencing when appropriate. This is a bit of 
detailed reg ops info and would be expected by the industry reg folks. Do you want this in the main deck or just cover 
under Q and A? Happy to do what the group thinks is most helpful. 


John Farley 


COLL0000017772 


Office Phone b6 


From: Adam, Stacey (FNIH) [T] b6 
Sent: Monday, June 8, 2020 4:48 PM 
To: Collins, Francis S (NIH) b6 ; Wholley, David N (NIH) b6 Woodcock, Janet 
b6 : Farley, John b6 > 
Cc: Bugin, Kevin b6 Lawlor, Ciaran < b6 >; Chen, Helen Q. 
< b6 >; Eric Hughes b6 >; Read, Sarah W (NIH) b6 
Judy Currier b6 Smith, David b6 Jens Lundgren 
b6 Jim Neaton b6 > 


Subject: Updated "Internal Version" Slides for mAb Summit Tomorrow - For Review 
Importance: High 


Dear Francis, Janet, John, and David, 


Please find attached the updated slides with all of the suggestions from our meeting yesterday taken into account, as 
well the feedback from NIAID, the trial teams, and some of the companies. Please review as soon as you can and let us 
know if you have further edits. 


We would like to send the slide out tonight ahead of the meeting along with the full ACTIV-3 DRAFT Protocol, which was 
finished as of today. 


Thank you in advance for your review and feedback. 


Best, 
Stacey 


Stacey J. Adam, PhD 

or, Cancer 

rch Partnerships 

Foundation for the National Institutes of Health 

Direct: b6 Mobile: b6 

fnih.org 

0 Rockville Pike, Suite 600, North Bethesda, MD 20852 


Donate to the FNIH’s Pandemic Response Fund to combat COVID-19: fnih.org/pandemic 


FRIH BANDEMIC 


RESPONSE FUND 


COLL0000017772 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 6/9/2020 1:27:21 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf]; Farley, John (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40b4c4456b14464788f31 fe 7bcaa09bc-FARLEY).fda]; Wholley, David (FNIH) 
{T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Woodcock, Janet 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=9bc3fc3ebfcf4887 9192 169bd7644e29-Janet.Woodc] 

cc: Bugin, Kevin (FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=d4e98409d40a4a9880bfb9f70948 1e7c-BUGINK.fda]; Lawlor, Ciaran 


[ b6 Chen, Helen Q. [ b6 Eric Hughes [ b6 Read, 


Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Judy Currier 

[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=890082c7c1e34902b0f535320cd16650-jscurrier.m]; Smith, David 

[ b6 Jens Lundgren [jens. b6 Jim Neaton [ b6 
Subject: RE: Updated "Internal Version" Slides for mAb Summit Tomorrow - For Review 


Thanks, Francis, 
| will make that change. 


Janet, 


Please let me know if you have any further changes, and if not, | will consider the version with John and Francis’ changes 


as final and send out. 


Thanks, 
Stacey 


Stacey J. Adam, PhD 

or, Cancer 

h Partnerships 

Direct: b6 Mobile: b6 


From: Collins, Francis (NIH/OD) [E] < be 

Sent: Monday, June 8, 2020 9:24 PM 

To: Adam, Stacey (FNIH) [T] < b6 Farley, John (FDA/CDER) < b6 Wholley, David 
(FNIH) [T] < b6 Woodcock, Janet (FDA/CDER) < b6 

Cc: Bugin, Kevin (FDA/CDER) < b6 Lawlor, Ciaran < b6 Chen, Helen Q. 

< b6 Eric Hughes < bé6 Read, Sarah (NIH/NIAID) [E] 

< b6 Judy Currier < b6 Smith, David < b6 Jens 
Lundgren < b6 Jim Neaton < b6 

Subject: RE: Updated "Internal Version" Slides for mAb Summit Tomorrow - For Review 


| would move that slide into back up and handle as Q&A if needed. 


The slide deck looks good otherwise. 


COLL0000017779 


Francis 


From: Adam, Stacey (FNIH) [T] b6 
Sent: Monday, June 8, 2020 6:29 PM 
To: Farley, John (FDA/CDER) < 6 y>; Collins, Francis (NIH/OD) [E] b6 : Wholley, 
David (FNIH) [T] < b6 >; Woodcock, Janet (FDA/CDER) < b6 
Cc: Bugin, Kevin (FDA/CDER) < b6 gov>; Lawlor, Ciaran b6 ; Chen, Helen Q. 
b6 ; Eric Hughes b6 ; Read, Sarah (NIH/NIAID) [E] 

b6 Judy Currier < b6 >; Smith, David b6 Jens 

Lundgren < b6 Jim Neaton < b6 


Subject: RE: Updated "Internal Version" Slides for mAb Summit Tomorrow - For Review 
Thanks, John, for the edit and the suggestion. 


If the others will let us know what you think, we can keep or move the slide accordingly. 


Research Partnerships 


Direct: b6 Mobile: b6 

From: Farley, John <, b6 

Sent: Monday, June 8, 2020 6:15 PM 

To: Adam, Stacey (FNIH) [T] b6 >; Collins, Francis (NIH/OD) [E] b6 >; Wholley, David 
(FNIH) [T] < b6 ; Woodcock, Janet (FDA/CDER) < b6 > 

Cc: Bugin, Kevin (FDA/CDER) b6 Lawlor, Ciaran b6 ; Chen, Helen Q. 

< b6 Eric Hughes < b6 Read, Sarah (NIH/NIAID) [E] 

<readsa @niaid.nih.gov>; Judy Currier b6 : Smith, David b6 Jens 
Lundgren < b6 Jim Neaton b6 


Subject: RE: Updated "Internal Version" Slides for mAb Summit Tomorrow - For Review 


A minor edit to slide 18 for precision. 

RE slide 22, I’m happy to explain that FDA would expect sponsor to open a PIND for their product and submit virologic, 
product quality, and non-clinical data and would then have an IND in effect for their SAD. The Master protocol would 
have it’s own IND and FDA would ask for letters of authorization for cross-referencing when appropriate. This is a bit of 
detailed reg ops info and would be expected by the industry reg folks. Do you want this in the main deck or just cover 
under Q and A? Happy to do what the group thinks is most helpful. 


John Farley 
Office Phone b6 


From: Adam, Stacey (FNIH) [T] b6 
Sent: Monday, June 8, 2020 4:48 PM 
To: Collins, Francis S (NIH) <: v6 Wholley, David N (NIH) b6 +; Woodcock, Janet 
b6 >; Farley, John <ichn. b6 
Cc: Bugin, Kevin < b6 Lawlor, Ciaran b6 >; Chen, Helen Q. 
b6 Eric Hughes < b6 ; Read, Sarah W (NIH) < b6 


COLL0000017779 


Judy Currier < b6 Smith, David b6 >; Jens Lundgren 
b6 ; Jim Neaton b6 

Subject: Updated "Internal Version" Slides for mAb Summit Tomorrow - For Review 

Importance: High 


Dear Francis, Janet, John, and David, 
Please find attached the updated slides with all of the suggestions from our meeting yesterday taken into account, as 
well the feedback from NIAID, the trial teams, and some of the companies. Please review as soon as you can and let us 


know if you have further edits. 


We would like to send the slide out tonight ahead of the meeting along with the full ACTIV-3 DRAFT Protocol, which was 
finished as of today. 


Thank you in advance for your review and feedback. 


Best, 
Stacey 


Stacey J. Adam, PhD 


bh Partnerships 

tion for the National Institutes of Health 

Direct: b6 Mobile: b6 

fnih.org 

11400 Rockville Pike, Suite 600, North Bethesda, MD 20852 


Donate to the FNIH"s Pandemic Response Fund to combat COVID-1 


nih.org/pandemic 


FNIH PANDEMIC 


RESPONSE FUND 


COLL0000017779 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 


Sent: 6/9/2020 3:45:05 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

ce Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: RE: URGENT LAST MINUTE QUESTION: Final Materials for the Neutralizing Ab Summit Tomorrow - June 9th 

Hi Francis, 


Yes, the criteria have been shared ahead of the meeting. Many of the companies have provided feedback, so of which 
we incorporated into what is on the slides. However, none have fully agreed to this. 
The tag line just means that we do not expect to discuss this in detail, but rather work through the feedback offline. 


| hope this helps. 


Thanks, 
Stacey 


sector, Cancer 
h Partnerships 


Direct: b6 Mobile: b6 
From: Collins, Francis (NIH/OD) [E] < be 
Sent: Tuesday, June 9, 2020 11:38 AM 

To: Adam, Stacey (FNIH) [T] < b6 

Cc: Wholley, David (FNIH) [T] < b6 


Subject: URGENT LAST MINUTE QUESTION: Final Materials for the Neutralizing Ab Summit Tomorrow - June 9th 


Quick question — when slide 23 (gating criteria for mAbs) says “shared offline — not for detailed review in the 
summit”, what does that mean. Have the companies all seen this already? Have they agreed to it? 


FC 


From: Adam, Stacey (FNIH) [T] b 
Sent: Monday, June 8, 2020 11:29 PM 


To: Aggarwal, Neil (NIH/NHLBI) [E] <ne b6 Anderson, Bill < v6 >; Bam, Narendra 
< b6 ; Barnhart, Bo b6 ; Barron, Hal b6 q 
Bausch, Christoph b6 >; Berst, Kathleen b6 Biggerstaff, 
Sean b6 Bozzette, Sam (NIH/NCATS) [E] b6 >; Braddock, Martin 
b6 >; Braunstein, Ned b6 Brown, Samuel 
b6 Bugin, Kevin (FDA/CDER) b6 Butterton, Joan 
b6 >; Cacia, Jerry < b6 Caskey, Marina < b6 Cho, Ho 
bé Cihlar, Tomas b6 ; Clinch, Barryb Cobb, Ron 
b6 Cohen, Myron b6 Collins, Francis (NIH/OD) [E] 
b6 Connolly. Lynn < b6 io>; Corey, Larry < b6 Culp, Michelle 
(NIH/OD) [E] b6 >; De Notaristefani, Carlo (OS/IOS) b6 Eakin, Ann 
(NIH/NIAID) [E] b6 ; Eisner, Mark b6 >; Erhardt, William <er b6 


COLL0000017780 


Erlandson, Karl (OS/ASPR/BARDA) v6 Eshan, Cartier < b6 >; Falconer, Ester 


6 Farley, John (FDA/CDER) b6 ; Feinberg, Mark 
b6 Finnegan, Rick b6 Fleming, Amanda 
v6 >; Gadbois, Ellen (NIH/OD) [E] b6 >; Garner, Carl 
b6 Gasser, Robert b6 ; Gelijns, Annetine 
b6 >; Goff, David (NIH/NHLBI) [E] b6 >; Hansen, Carl 
b6 ; Harrigan, Rachel b6 Horowitz, Jill 
b6 >; Houchens, Christopher (OS/ASPR/BARDA) b6 >} 
Howell, Bonnie b6 >; Hughes, Eric v6 >; Hughes, Michael 
b6 Johnson, Robert (OS/ASPR/BARDA) < b6 ; Judy Currier 
< b6 >; Kim, Peter (NIH/NIAID) (E] b6 Kim, Sunghyun 
b6 >; Koroshetz, Walter (NIH/NINDS) [E] b6 v>; Kozak, Marina 
(OS/ASPR/BARDA) < b6 >; Kwon, Kisung bKyratsous, Christos 
< b6 >; Laufer, Dagna < b6 LaVagne, Lisa b6 
Lawlor, Ciaran b6 Lee, Sangjoon b6 Lesley, Scott 
< b6 n>; Levy, Elliott b6 ; Lipsich, Leah b6 ; Luke, 
Thomas b6 >; Lundgren, Jens < b6 >; Marks, Gilbert 
(OS/ASPR/BARDA) (CTR) <G b6 Marovich, Mary (NIH/NIAID) [E] < b6 
Marston, Hilary (NIH/NIAID) [E] b6 >; Mason, Robin (OS/ASPR/BARDA) b6 
Miller, Marissa A (NIH/NHLBI) [E] b6 Moscicki, Rich b6 Murata, 
Yoshihiko < b6 Neaton, Jim < b6 Nirula, Ajay b6 
Nussenzweig, Michel b6 Pang, Phil b6 ; Pangalos, Mene 
b6 Pao, William < bPark, Jachwee 
v6 ; Parker, Ashley (NIH/OD) [E] < b6 Peppercorn, Amanda 
b6 >; Plenge, Robert b6 | Pommer, Jerry 
b6 ; Price, Karen Lynn b6 >; Read, Sarah (NIH/NIAID) [E] 
b6 >; Reese, David v6 Reineck, Lora (NIH/NHLBI) [E] < b6 
Skovronsky, Daniel b6 Smith, David b6 >; Snow, Doris 
v6 Sok, Devin < b6 Stein, Peter (FDA/CDER) b6 
Sullivan, Eddie b6 ; Tabak, Lawrence (NIH/OD) [E] <!b >; 
Thompson, Taylor < b6 Ullerich, Melissa b6 ; Vora, 
Kalpit b6 >; Watson, Keith < b6 >; Weinreich, David 
b6 >; Woodcock, Janet (FDA/CDER) b6 ; Yancopoulos, 
George v6 >; Young, John < b6 
Cc: Wood, Gretchen (NIH/OD) [E] < b6 Barri Branker <bbra v6 Christina Wells 
< b6 Erin Macone b6 >; McManus, Ayanna (NIH/OD) [E] 
< b6 Michelle Hoban b6 Simon, Dina (NIH/OD) [C] 
< b6 Susan Lerer b6 Thomas, Ashley (FDA/CDER) 
b6 5 Wood, Gretchen (NIH/OD) [E] < b6 Adam, Stacey (FNIH) [T] 
b6 >; Alvarez, Rosa <rosal b6 Anderson, Margaret < b6 
Chen, Helen < b6 Elsaid, Olivia <oe b6 Gonzalez, Nina 
< b6 : James, Stephanie (FNIH) [T] b6 Menetski, Joseph (FNIH) [T] 
< v6 Santos, Michael (FNIH) [T] < b6 Stratton, Ben < v6 
Tolman, Brett b6 >; Tountas, Karen (FNIH) [T] < b6 Wachtel, Jonathan 
b6 >; Wholley, David (FNIH) [T] b6 


Subject: Final Materials for the Neutralizing Ab Summit Tomorrow - June 9th 
Dear nAb Summit Participants, 


Thank you again for your interest in joining the ACTIV/OWS teams for this summit on SARS-CoV-2 neutralizing 
antibodies. Our teams are very excited to share with you our efforts! 


COLL0000017780 


Thank you to all of those organizations that submitted questions ahead of the summit. Our team has shared them with 
the speakers and protocol teams. The speakers and facilitators will do their best to address many of these during the 
meeting. If a question does not get addressed in the meeting, our team will ensure that a written answer is sent. 


In preparation for tomorrow, please find attached the slides that will be used during the presentations 
tomorrow. These will be projected, but our team wanted to ensure all had a copy in case of any technical issues. 


In addition, | am attaching a few other documents for reference, as well. 
1, The agenda distributed last night. 
2. The ACTIV-2 full DRAFT protocol (previously sent) 
3. The ACTIV-3 full DRAFT protocol (This document is new and just finished today. It is currently under review with 
NIAID and targeted to go to FDA at the end of the week. The draft form is included here because it should 
address many of the questions about this protocol that your organizations sent ahead of the summit.) 


To help with logistics tomorrow, please see attached our instructions for Zoom conference meetings. Participants will 
be muted upon arrival to the meeting and will be asked to remain muted for much of the meeting. Ifa participant has a 
question during any section of the presentations, they can submit them via the chat function. The facilitator will either 
then recognize the participant to ask their question or will ask the participant’s questions for them. 


Our teams look forward to seeing you all tomorrow from 12-2pm US ET! 


Kind regards, 
Stacey 


. Adam, PhD 

Director, Cancer 

Research Partnerships 

Foundation for the National Institutes of Health 
Direct: b6 Mobile: b6 
fnih.org, 


11400 Rockville Pi 


, Suite 600, North Bethesda, MD 20852 


Donate to the FNIH’s Pandemic Response Fund to combat COVID-19: fi 


FMI RANDEMIC 


RESPONSE FUND 


COLL0000017780 


From: Michel Nussenzweig [ b6 


Sent: 6/9/2020 6:04:25 PM 

To: Bugin, Kevin (FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d4e98409d40a4a9880bfb9f70948 1e7c-BUGINK.fda] 

cc: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Woodcock, Janet 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9bce3fc3ebfcf48879f92169bd7644e29-Janet.Woodc]; Collins, Francis 
(NIH/OD) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced$938e50d2ff0b6c2-collinsf]; Cho, Ho (Celgene) 


[ b6 Fauci, Anthony (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d{38103d75 134f658ae2d356f0396b94-afauci]; Marina Caskey 
[ b6 Jill Horowitz b6 

Subject: Antibodies for ACTIV 

Flag: Follow up 


Hi Francis, Janet, and Tony, 


This is to let you know that the Rockefeller University and BMS are eager to participate in open 
evaluation of the antibodies we are producing for clinical use as a 2 antibody cocktail in the laboratory 
and in clinical trials. 


All best regards, 
Michel 


Michel Nussenzweig M.D. Ph.D. 
Zanvil A Cohn and Ralph M Steinman Professor and Investigator 
Howard Hughes Medical Institute 
The Rockefeller University 
1230 York Avenue 
New York, NY 10065 
phone: b6 
fax: 212-327-8370 
b6 


COLLO0000017781 


From: Woodcock, Janet [ b6 


Sent: 6/9/2020 6:24:19 PM 

To: Michel Nussenzweig [ b6 Bugin, Kevin (FDA/CDER) [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=d4e98409d40a4a9880bfb9f709481e7c-BUGINK. fda] 

cc: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Collins, Francis (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Cho, Ho (Celgene) 


fi b6 J; Fauci, Anthony (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=df38103d75 134f658ae2d356f0396094-afauci]; Marina Caskey 
[ b6 Jill Horowitz [ b6 

Subject: RE: Antibodies for ACTIV 

Flag: Follow up 


Great, how close are you to the clinic? For example, manufacturing clinical supplies (does not have to 
be “GMp"), preclinical testing? jw 


aa-== ‘Original Message----- 


From: Michel Nussenzweig < b6 

Sent: Tuesday, June 9. 2020 2:04 PM 

To: Bugin, Kevin < b6 .aov> 

Cc: Adam, Stacev 3 (NTH) < Woodcock. Janet < b6 Collins, Francis 
S (NIH) < b6 Cho, Ho (Celaene) < b6 Fauci, Anthony S (NIH) 

< v6 Marina Caskey <i b6 3111 Horowitz 


< b6 
Subject: Antibodies tor ACTIV 


Hi Francis, Janet, and Tony, 


This is to let you know that the Rockefeller University and BMS are eager to participate in open 
evaluation of the antibodies we are producing for clinical use as a 2 antibody cocktail in the laboratory 
and in clinical trials. 


All best regards, 
Michel 


Michel Nussenzweig M.D. Ph.D. 
Zanvil A Cohn and Ralph M Steinman Professor and Investigator Howard Hughes Medical Institute The 
Rockefeller University 
1230 York Avenue 
New York, NY 10065 
phone: b6 
fax: 212-327-8370 
b6 


COLL0000017782 


From: Farley, John b6 ] 

Sent: 6/8/2020 10:15:21 PM. 

To: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Collins, Francis (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Woodcock, Janet 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9bc3fc3ebfcf4887 9192 169bd7644e29-Janet.Woodc] 


cc: Bugin, Kevin (FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d4e98409d40a4a9880bfb9f70948 1e7c-BUGINK.fda]; Lawlor, Ciaran 
[ b6 Chen, Helen Q. [ b6 Eric Hughes [ b6 Read, 


Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Judy Currier 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=890082c7c1e34902b0f535320cd16650-jscurrier.m]; Smith, David 
[ b6 Jens Lundgren [ b6 Jim Neaton [ b6 
Subject: RE: Updated "Internal Version" Slides for mAb Summit Tomorrow - For Review 
Attachments: 09Jun2020_ Clinical summit_vDraftv12.pptx 


Flag: Follow up 


A minor edit to slide 18 for precision. 

RE slide 22, I’m happy to explain that FDA would expect sponsor to open a PIND for their product and submit virologic, 
product quality, and non-clinical data and would then have an IND in effect for their SAD. The Master protocol would 
have it’s own IND and FDA would ask for letters of authorization for cross-referencing when appropriate. This is a bit of 
detailed reg ops info and would be expected by the industry reg folks. Do you want this in the main deck or just cover 
under Qand A? Happy to do what the group thinks is most helpful. 


John Farley 
Office Phone b6 


From: Adam, Stacey (FNIH) [T] < b6 

Sent: Monday, June 8, 2020 4:48 PM 

To: Collins, Francis S (NIH) < b6 Wholley, David N (NIH) < b6 Woodcock, Janet 
< b6 Farley, John < b6 

Ce: Bugin, Kevin < b6 Lawlor, Ciaran < b6 Chen, Helen Q. 

< b6 Eric Hughes < b6 Read, Sarah W (NIH) < b6 

Judy Currier < v6 Smith, David < b6 Jens Lundgren 

< b6 Jim Neaton < b6 


Subject: Updated "Internal Version" Slides for mAb Summit Tomorrow - For Review 
Importance: High 


Dear Francis, Janet, John, and David, 
Please find attached the updated slides with all of the suggestions from our meeting yesterday taken into account, as 
well the feedback from NIAID, the trial teams, and some of the companies. Please review as soon as you can and let us 


know if you have further edits. 


We would like to send the slide out tonight ahead of the meeting along with the full ACTIV-3 DRAFT Protocol, which was 
finished as of today. 


Thank you in advance for your review and feedback. 


COLL0000017786 


Best, 
Stacey 


Stacey J. Adam, PhD 

Director, Cancer 

Research Partnerships 

Foundation for the National Institutes of Health 
Direct: b6 Mobile: b6 


11400 Rockville Pike, Suite 600, North Bethesda, MD 20852 


Donate to the FNIH’s Pandemic Response Fund to combat COVID-1 


h.org/pandemic 


FNIH RANDEMIC 


RESPONSE FUND 


COLL0000017786 


From: Michel Nussenzweig [ b6 


Sent: 6/9/2020 6:32:34 PM 

To: Woodcock, Janet (FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9bc3fc3ebfcf4887 9192 169bd7644e29-Janet.Woodc] 

cc: Michel Nussenzweig [ b6 Bugin, Kevin (FDA/CDER) [/o=ExchangeLabs/ou=Exchange 


Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=d4e98409d40a4a9880bfb9f709481e7c-BUGINK.fda]; 
Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd87510679648859e 1cf101c0943414-adamsj4]; Collins, Francis (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Cho, Ho (Celgene) 
[ b6 J; Fauci, Anthony (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d{38103d75 134f658ae2d356f0396b94-afauci]; Marina Caskey 
[ b6 Jill Horowitz [ b6 

Subject: Re: Antibodies for ACTIV 


Janet, 


We have submitted a pre-IND, we have shipped off the tissue cross reactivity, performed PK in humanized 
mice and expect to have material ready of the clinic in October. We also have structures and neuts in 
real virus and 2 different pseudoviruses and should have animal data soon. 


Michel 
> On Jun 9, 2020, at 2:24 PM, Woodcock, Janet b6 > wrote: 


> 
> Great, how close are you to the clinic? For example, manufacturing clinical supplies (does not have to 
be “emp"), preclinical testing? jw 

> 


> -----Original Message----- 
> Michel Nussenzweig < b6 
> Tuesday, June 9, 2020 2:04 PM 

> To: Bugin, Kevin < b6 

> 
Fi 


Cc: Adam, Stacev J (NIH) < b6 Woodcock, Janet < b6 Collins, 
rancis S (NIH) < b6 Cho. Ho (Celaene) b6 ; Fauci, Anthony S (NIH) 
b6 Marina Caskey < b6 Jit Horowitz 
< bo 
> Subject: Antibodies tor ACTIV 
> 
> Hi Francis, Janet, and Tony, 
> 


> This is to let you know that the Rockefeller University and BMS are eager to participate in open 
evaluation of the antibodies we are producing for clinical use as a 2 antibody cocktail in the laboratory 
and in clinical trials. 


> All best regards, 
> 
> Michel 
> 
> Michel Nussenzweig M.D. Ph.D. 
Zanvil_A Cohn and Ralph M Steinman Professor and Investigator Howard Hughes Medical Institute The 
Rockefeller University 
> 1230 York Avenue 
> New York, NY 10065 
b6 


phone: 
fax: 212-327-8370 
b6 


v 


vvvy 


COLL0000017788 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=DCD875F06796488S9E 1CF101C0943414-ADAMSJ4] 

Sent: 6/8/2020 8:47:39 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Woodcock, Janet 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=9bc3fc3ebfcf4887 9192 169bd7644e29-Janet.Woodc]; Farley, John 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=40b4c4456b14464788f31fe7bcaa09bc-FARLEY).fda) 


cc: Bugin, Kevin (FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=d4e98409d40a4a9880bfb9f70948 1e7c-BUGINK.fda]; Lawlor, Ciaran 
[ b6 Chen, Helen Q. [ b6 Eric Hughes [ b6 Read, 


Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Judy Currier 
(/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=890082c7c1e34902b0f535320cd16650-jscurrier.m]; Smith, David 
[ b6 Jens Lundgren [jens. b6 Jim Neaton [ b6 
Subject: Updated "Internal Version" Slides for mAb Summit Tomorrow - For Review 
Attachments: 09Jun2020_Clinical summit_vDraftv11.pptx 


Flag: Follow up 

Dear Francis, Janet, John, and David, 

Please find attached the updated slides with all of the suggestions from our meeting yesterday taken into account, as 
well the feedback from NIAID, the trial teams, and some of the companies. Please review as soon as you can and let us 


know if you have further edits. 


We would like to send the slide out tonight ahead of the meeting along with the full ACTIV-3 DRAFT Protocol, which was 
finished as of today. 


Thank you in advance for your review and feedback. 


Research Partnerships 
Foundation for the National Institutes of Health 
b6 Mobile: b6 


fe 600. North Bethesda, MD 20852 


Donate to the FNIH’s Pandemic Response Fund to combat COVID-19: 


FNIH PANDEMIC 


RESPONSE FUND 


COLL0000017789 


From: Fauci, Anthony (NIH/NIAID) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=DF38103D75134F658AE2D356F0396B94-AFAUCI] 


Sent: 6/9/2020 9:52:41 PM 

To: Michel Nussenzweig [ b6 Woodcock, Janet (FDA/CDER) [/o=ExchangeLebs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=9bc3fc3ebfcf4887 9192 169bd7644e29-Janet.Woodc] 

ce: Bugin, Kevin (FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=d4e98409d40a4a9880bfb9f 70948 1e7c-BUGINK.fda]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Collins, Francis (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ffOb6c2-collinsf]; Cho, Ho (Celgene) 
[ b6 Marina Caskey [ b6 Jill Horowitz 
b6 
Subject: RE: Antibodies for ACTIV 


Michel: 

I am very glad that are all in on this. We look forward to your being involved in this effort. 
Best regards, 
Tony 


--Original Message----- 


From: Michel Nussenzweig b6 
Sent: Tuesday, June 9, 2020 2:33 PM 
To: Woodcock, Janet (FDA/CDER) b6 
Cc: Michel Nussenzweig < bo .edu>; Bugin, Kevin (FDA/CDER) < b6 
Adam, Stacey (FNIH) [Tl < b6 Collins, Francis (NIH/OD) [1 < bo ; Cho, Ho 
(Celaene) < b6 Fauci, Anthony (NIH/NIAID) [E1 < b6 Marina Caskey 
b6 Ji11 Horowitz < b6 


< 
Subject: Re: Antibodies tor ACTIV 

Janet, 

We have submitted a pre-IND, we have shipped off the tissue cross reactivity, performed PK in humanized 
mice and expect to have material ready of the clinic in October. We also have structures and neuts in 
real virus and 2 different pseudoviruses and should have animal data soon. 

Michel 

> On Jun 9, 2020, at 2:24 PM, Woodcock, Janet < b6 wrote: 

> 

> Great, how close are you to the clinic? For example, manufacturing clinical supplies (does not have to 


be “emp"), preclinical testing? jw 
> 


> Original Message----- 

> Michel Nussenzweig b6 

> Tuesday, June 9. 2020 2:04 PM 

> To: Bugin, Kevin < b6 

> Cc: Adam, Stacev J (NIH) < b6 Woodcock, Janet < b6 Collins, 
Francis S (NIH) < b6 Cho. Ho (Celaene) b6 Fauci, Anthony S (NIH) 
< b6 re Marina Caskey < b6 Jill Horowitz 

< 

> Subject: Antibodies tor ACTIV 

> 

> Hi Francis, Janet, and Tony, 


v 


> This is to let you know that the Rockefeller University and BMS are eager to participate in open 
evaluation of the antibodies we are producing for clinical use as a 2 antibody cocktail in the laboratory 
and in clinical trials. 


> 
> All best regards, 

> 

> Michel 

> 

> Miche] Nussenzweig M.D. Ph.D. 

> Zanvil A Cohn and Ralph M Steinman Professor and Investigator Howard Hughes Medical Institute The 
Rockefeller University 

> 1230 York Avenue 

> New York. NY 10065 

> phone: b6 


COLL0000017792 


> fax: 212-327-8370 
> b6 


COLL000001779: 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 
Sent: 6/10/2020 2:06:07 PM 


To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 
cc: Santos, Michael (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65{80-santosmr] 
Subject: FW: Vaccines War-Room update 


Francis, this is part of a general sentiment among my folks that we start to turn at least a part of the EC meetings toward 
deeper discussion of topics of interest, rather than just the rapid round robin of progress updates that we've pursued 
lately. Any objections? Mike is meeting with his co-chairs at 3 today, so would be good to have your reaction before 
then. Feel free to copy Mike. 


From: Santos, Michael (FNIH) [T] < b6 
Sent: Tuesday, June 9, 2020 9:33 PM 

To: Wholley, David (FNIH) [T] < b6 
Ce: Tolman, Brett < b6 

Subject: Vaccines War-Room update 


Hi David, 


For the Vaccines War Room update (copied below), we asked for input on the proposal to focus our EC update next 
week on the topic of use of investigational vaccines in parallel with efficacy trials. This generated significant discussion 
at the ACTIV Leadership team meeting last week, and we think it would be valuable to discuss in greater depth with the 
EC. We would still summarize other updates in the slides. 


It would be great to get a read from Francis if he likes this idea or not, because it affects how we'll plan with our co- 
chairs in our meeting tomorrow afternoon. 


Thanks, 
Mike 


Looking ahead to next week’s ACTIV EC meeting, we are considering focusing the Vaccines update discussion on 
one topic (and including other brief updates in the slides): potential use of investigational vaccines in parallel 
with efficacy trials (under EUA or similar) 

©. This topic generated significant discussion at last week’s ACTIV Leadership Team meeting 
© We would appreciate input from this group on whether there’s agreement to have a more in depth 
discussion with the EC next week 


Michael Santos, PhD 
Associate Vice President, Science 
Foundation for the National Institutes of Health 
b6 fhih.org 
11460 Rockville Pike, Suite 600, North Bethesda, MD 20852 


Lfpin avis) 


Stay at the forefront of FNTH news: 


COLL0000017800 


From: 


Sent: 
To: 


cc; 


Subject: 
Attachments: 
Location: 


Start: 
End: 
Show Time As: 


Required 
Attendees: 
Optional 
Attendees: 


Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 

(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

6/7/2020 3:11:38 PM 

Judy Currier [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=890082c7c1e34902b0f535320cd16650-jscurrier.m]; Smith, David 

[ b6 Jens Lundgren b6 ]; Jim Neaton [ b6 

Woodcock, Janet (FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9bc3fc3ebicf48879192 169bd7644e29-Janet.Woodc]; Bugin, Kevin 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d4e98409d40a4a9880bfb9f709481e7 c-BUGINK.fda]; Wholley, David (FNIH) 
IT] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Farley, John (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40b4c4456b14464788f3 1fe7bcaa09bc-FARLEY).fda); Tabak, Lawrence 
(NIH/OD) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabakl]; Collins, Francis (NIH/OD) [E] 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

Melencio, Cheryl (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Chen, Helen Q. 


v6 Read, Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Fleming, Amanda 
{ v6 Lawlor, Ciaran [ b6 Eric Hughes [ b6 


Wood, Gretchen (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5d1e0e1a8f76c1f-woodgs]; Thomas, Ashley (FDA/CDER) 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1bcd5d3f7c1e4309a251d013e1cc89b0-Ashley.Thom]; Simon, Dina (NIH/OD) 
(C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e02345faSd1d4d7eaf4e0f3da58bclac-simondm]; Moeller, Clemens 

b6 


OWS/ACTIV mAb Summit "Run-of-Show" Preparation Meeting 
09Jun2020_Clinical summit_vDraftvS.pptx 
https://fnih.zoom.us/ b6 


6/7/2020 3:30:00 PM 
6/7/2020 5:00:00 PM 
Tentative 


Judy Currier; Smith, David; Jens Lundgren; Jim Neaton; Woodcock, Janet (FDA/CDER); Bugin, Kevin (FDA/CDER); 
Wholley, David (FNIH) [T]; Farley, John; Tabak, Lawrence (NIH/OD) [E]; Collins, Francis (NIH/OD) [E] 

Melencio, Cheryl (FNIH) [T]; Chen, Helen Q.; Read, Sarah (NIH/NIAID) [E]; Fleming, Amanda; Lawlor, Ciaran; Eric 
Hughes; Wood, Gretchen (NIH/OD) [E]; Thomas, Ashley; Simon, Dina (NIH/OD) [C]; Moeller, Clemens 


Stacey Adam is inviting you to a scheduled Zoom meeting. 


Join Zoom Mecting 


https://fhih.zoom.us/ b6 
Meeting ID: b6 
Password: b6 
One tap mobile 
b6 US (Chicago) 
US (New York) 


COLL0000017801 


Dial by your location 
b6 US (Chicago) 
US (New York) 
US (Germantown) 
US (San Jose) 
US (Tacoma) 


US (Houston) 
US (San Jose) 
Meeting ID: b6 
Password: 6 
Find your local number: https://fnih.zoom.us/u/a b6 


COLLO0000017801 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=DCD875F06796488S9E 1CF101C0943414-ADAMSJ4] 

Sent: 6/10/2020 7:34:43 PM 

To: Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1afS2de42427ea3d34f1e072f8cb7-menetskijp]; Collins, Francis (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: RE: PrEP for COVID-19 


Hi Francis, 


Just to build on to Joe's response and address your last question. While our group has briefly discussed the need for 
prevention trials, we have not begun work. We have decided that when discussions of these trials begin in earnest in 
ACTIV, it should be a joint group between the Vaccine and Therapeutics-Clinical WGs to ensure all the correct expertise. 


Best, 
Stacey 


Stacey J. Adam, PhD 
Director, Cancer 
Research Partnerships 


Direct: b6 Mobile: b6 

From: Menetski, Joseph (FNIH) [T] < b6 

Sent: Wednesday, June 10, 2020 3:27 PM 

To: Collins, Francis (NIH/OD) [E] < b6 Wholley, David (FNIH) (T] < b6 Adam, Stacey 
(FNIH) [T] < b6 


Subject: RE: PrEP for COVID-19 
Hi Francis, 


| agree, a portion of the information that the Preclinical WG has catalogued on assays and models are applicable to pre- 
exposure prophylaxis. There are extensive efforts in NCATS to screen all compounds that have been in humans against a 
number of SARS-CoV2 assays, many of which are viral entry assays (and other early events). You can point PrEP4ALL to 
the assay website ( httos://opendata.ncats.nih.gov/covidi9/assays ). Many of the assays are in development or are still 
running, but Chris Austin has a very detailed timeline for when all of these individual assay results will be available on 
the Open Science Portal. 


| haven’t seen much detailed data coming out across the current efforts. | should say that the PEP and PrEP subjects is 
exactly what Gates Foundation is all about. They are really only interested in prevention. 


Hope that helps with your conversation. 


Joe 


From: Collins, Francis (NIH/OD) [E] b6 
Sent: Wednesday, June 10, 2020 2:44 PM 


COLL0000017808 


To: Wholley, David (FNIH) [T] < b6 Menetski, Joseph (FNIH) [T] < b6 >; Adam, Stacey 
(FNIH) [T] b6é 
Subject: PrEP for COVID-19 


Hi David, Joe, and Stacey, 


At 5:30 pm today, Tony Fauci and | are supposed to be on the phone with the leaders of PrEP4ALL, a consortium that is 
advocating for more work to be done to identify drugs that could be given to healthy people to prevent COVID-19 
infection — following the HIV model. 


Their prospectus is attached, and I'd be grateful for any input you might be able to provide. In particular, they advocate 
for HTS across multiple assays to repurpose drugs that might have activity. Joe, this seems to be right down the middle 
of the Preclinical WG’s agenda. Is there an inventory of what assays and what libraries have been screened by now? Is 
there more info from ReFRAME/Calibr than what is in their BioXriv preprint 
https://www.biorxiv.org/content/10.1101/2020.04.16.044016v1.full? What about the Netherlands BSL-3 screening 
center that Paul Stoffels has talked about? 


| know that the Therapeutics-Clinical WG prioritized hospitalized patients, and sick outpatients, and considered 
prophylaxis as their lowest priority — but have there been any serious discussions about possible prevention protocols? 


Francis 


COLL0000017808 


From: Anderson, James (NIH/OD} [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=73143D1860BC42458BE254CA21573B23-ANDERSONJM] 

Sent: 6/11/2020 11:01:13 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836bSff4e9988e3770cfc7ee770-tabak!] 

Subject: FW: ACTIV mAb WS 


Moving forward 


From: Woodcock, Janet < v6 

Sent: Wednesday, June 10, 2020 5:57 PM 

To: Anderson, James (NIH/OD) [E] < b6 

Cc: Santos, Michael (FNIH) [T] < b6 Wilder, Elizabeth (NIH/OD) [E] < b6 


Subject: RE: ACTIV mAb WS 


Thanks for writing. | think Ann and Karl would be good contacts. | suggest thought that the timeframe be more like 2 
months and that we get some small groups of experts to write short white papers on the issue, that then could be the 
basis for presentations and then discussion by panels. | have found this is a lot more productive in the end, although 
more up-front work. Perhaps we can find people who would be willing to do each subgroup, or burning issue? We could 
start by soliciting feedback from the ACTIV group and the manufacturers and any academics including the COVIC 

group. What do you think? jw 


From: Anderson, James (NIH/OD) [E] b6 

Sent: Wednesday, June 10, 2020 2:55 PM 

To: Woodcock, Janet b6 

Cc: Santos, Michael R (NIH' b6 >; Wilder, Elizabeth L (NIH) b6 
Subject: ACTIV mAb WS 

Janet, 


Betsy Wilder and | at NIH volunteered to coordinate planning and managing a WS to consider how to optimize 
neutralizing SARS-CoV-2 mAbs as therapies for COVID-19. | am aware from Francis that you and OWS staff wish to be 
involved in planning topics and speakers. In addition, ACTIV working group members offered their opinions on mAb 
assay experts who could speak or attend (attached). 


Attached is a brief concept proposal for the WS that | hope you will share with your OWS staff and identify someone we 
can work with in planning the WS. Please consider this a blank slate proposal to begin a discussion. 


Thank you, 
Jim 


James M, Anderson, MD, PhD 
NIH Deputy Director for Program Coordination, Planning, and Strategic Initiatives 


Betsy Wilder, PhD 
Director, Office of Strategic Coordination (NIH Common Fund) 


COLLO0000017811 


From: Sepulveda, Dorina (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=675EFCC8CF7B4F6986D1 E83C3ED1FD96-SEPULVEDADE] 
Sent: 6/11/2020 6:57:56 PM. 


To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 
ce: McManus, Ayanna (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=bcf06de08ba845249b9b36ad216e237e-amcmanus]; Wood, Gretchen 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=549f390b39d044a8bSd1e0e1a8f76c1f-woodgs]; Burklow, John (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2e57f267323b43cO8be856acb5b964ca-burklowj]; Gorman, Greta (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=280703da933d491586841696e460f062-gormanm)]; Meltzer, Abbey (FNIH) 
[7] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c341d86cf7404a78ac8f852e698e5382-meltzerak] 

Subject: Invitation: ACTIV Partnership Interview 

Attachments: Collins invitation letter .pdf 


Dear Dr. Collins, 


Attached please find an invitation from Dr. Freire to participate in a recorded “fireside chat” 
interview about the ACTIV partnership with Dr. Freda Lewis-Hall. The event will be hosted and 
produced by BlackRock Alternative Investors. You and Dr. Lewis-Hall will be introduced by Dr. 
Maria Freire. 


Thank you and warm regards, 
Dorina 


Dorina Septilveda 

Executive Assistant to the President 

Foundation for the National Institutes of Health 

11400 Rockville Pike, Suite 600, North Bethesda, MD 20852 


nooo 


Donate to the FNIH’s Pandemic Response Fund to combat COVID-19: fnih.ore/pandemic 


ENIH RANDEMIC 


RESPONSE FUND 


COLL0000017824 


From: 


Sent: 
To: 


ce: 


Subject: 
Flag: 


Dear Larry, 


Freire, Maria (FNIH) (T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 


(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=8598D551D1D3455EAF14854C83F41D84-FREIREMC] 


6/11/2020 6:24:55 PM. 
Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak!] 
Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 


Budget Projection 


Follow up 


(b) (4). (&) (5) 


(6) (4), (®) (5) 


All the best, Maria 


COLL0000017826 


From: Freire, Maria (FNIH) (T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=8598D551D1D3455EAF14854C83F41D84-FREIREMC] 


Sent: 6/11/2020 8:09:57 PM. 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

ce: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: Update on HHS/WHO request for speakers 


Francis, 


(b) (4), (0) ) 


(b) 4), (&) (5) M. 


COLL0000017829 


From: Lane, Cliff (NIH/NIAID) {E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=2D7E368A3137473BBCE161547A82F2DE-CLANE] 

Sent: 6/12/2020 11:04:32 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d55 1d1d3455eaf14854c83f41d84-freiremc] 

cc; Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836bSff4e9988e3770cfc7ee770-tabak!]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: Follow-up on ACTIV-3, ACTT-3 and Lilly 


Flag: Follow up 
(©) @). &) G6) 


Possible way forward: 


() (4). (&) 6) 


Please view this as a set of suggestions to begin a discussion. 


Cliff 


COLL0000017909 


COLL0000017905 


From: Tabak, Lawrence (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=02E22836B5FF4E9988E3 7 70CFC7EE770-TABAKL] 


Sent: 6/13/2020 12:57:21 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

Subject: Re: Follow-up on ACTIV-3, ACTT-3 and Lilly 

Flag: Follow up 


Where is Tony on all of this? 


From: Francis Collins < b6 

Date: Friday, June 12, 2020 at 8:54 PM 

To: "Lane, Cliff (NIH/NIAID) [E]" < b6 

Ce: "Tabak, Lawrence (NIH/OD) [E]" < b6 
< b6 

Subject: RE: Follow-up on ACTIV-3, ACTT-3 and Lilly 


Hi Cliff, 
| find this very disturbing. 


| recall that just about three weeks ago, 


“Freire, Maria (FNIH) [T]" < b6 
"Wholley, David (FNIH) [T]" 


(&) 4), (&) G) 


(6) (4), (&) (5) 


Francis 

From: Lane, Cliff (NIH/NIAID) [E] < b6 

Sent: Friday, June 12, 2020 7:05 PM 

To: Collins, Francis (NIH/OD) [E] < b6 Freire, Maria (FNIH) [T] < b6 

Ce: Tabak, Lawrence (NIH/OD) [E] < bé Wholley, David (FNIH) [T] < b6 


Subject: Follow-up on ACTIV-3, ACTT-3 and Lilly 


(&) @). () G) 


COLL0000017911 


Please view this as a set of suggestions to begin a discussion. 
Cliff 


From: Lane, Cliff (NIH/NIAID) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=2D7E368A3137473BBCE161547A82F2DE-CLANE] 


Sent: 6/13/2020 1:06:40 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

Ls 4 Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836bSff4e9988e3770cfc7ee770-tabak!]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: Re: Follow-up on ACTIV-3, ACTT-3 and Lilly 

Flag: Follow up 

They are only doing one study at a time; finishing ACTT-2 before moving to ACTT-3. 


lam planning to discuss with Tony over the weekend. | am also going to talk to the INSIGHT network. They are not 
happy with the current situation. 


No decisions have been made; all options are open. 


Cliff 


On Jun 12, 2020, at 8:54 PM, Collins, Francis (NIH/OD) [E] < b6 wrote: 


Hi Cliff, 


| find this very disturbing. 


| recall that just about three weeks ago, (b) (4). (b) (5) 
(&) (4). (®) (5) 
Francis 
From: Lane, Cliff (NIH/NIAID) [E] < b6 
Sent: Friday, June 12, 2020 7:05 PM 
To: Collins, Francis (NIH/OD) [E] < b6 Freire, Maria (FNIH) [T] < b6 


COLL0000017912 


Ce: Tabak, Lawrence (NIH/OD) [E] < b6 Wholley, David (FNIH) [T] 
< b6 
Subject: Follow-up on ACTIV-3, ACTT-3 and Lilly 


(b) 4). (b) ) 


Possible way forward: 
(b) (4), (&) (5) 


Please view this as a set of suggestions to begin a discussion. 


Cliff 


COLL0000017912 


From: Mascola, John (NIH/VRC) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=7F78B40A596B4CA4A2850A429D1AE3F2-JMASCOLA] 


Sent: 6/13/2020 4:49:16 PM. 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

ce: Fauci, Anthony (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=df38103d75 134f658ae2d356f0396094-afauci]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: RE: proposal 


Hi Francis, 


Ed's letter is thoughtful and essentially describes the USG, ACTIV and OWS approach to the vaccine and 
mAb studies. As just one example, we are setting up independent core labs to measure antibody binding 
and neutralization across studies. 


IT know several of the Broad investigators well and their outstanding assay capability. If they are 
interested in contributing - they can feel free to reach out to me. 


One issue is that these assays have to be run as formal validated assays in GLP lab - which is a lot of 
documentation that is not_so scientifically rewarding, but we can talk with them. Also, the assays to 
spike and NP are now available as FDA authorized commercial tests so that is preferable for phase 3 
study. 


But there are always experimental immune assays to run and never hurts to think things through with a 
group of top notch scientists. 


Best, 

John 

aSe=4 eriginal Message---~~ 

From: Collins, pasta (NIH/OD) [E] < b6 

Sent: Friday, June 12, 2020 4:14 AM 

To: Mascola, John (NTH/vRc) {e] < b6 

Cc; Fauci. Anthony (NIH/NIAID) [E] <. b6 Lane. Cliff (NIH/NIAID) [E] 
b6 Wholley, David (FNIH) [TJ < b6 


Subject: FW: proposal 
Hi John, 


Ed Scolnick has been driving me a little bit nuts with various strongly worded e-mails, but this one 
might be worth reading. In the attachment you will see he is promoting the Broad as a lab that could 
provide objective measures of vaccine response -- including viral neutralization in a BSL-3 lab and ELISA 
assays of antibody response against RBD and N, I heard Moncef at the OWS last night promoting the need 
for such objective measures to be applied by the same lab to all trials. Presumably you and he already 
know about what the Broad has set up, but just in case.... 


Francis 


wane Original Messaae----- 

From: Ed Scolnick b6 

Sent: Thursday, June 11, 2020 3:15 PM 

To: Woodcock, Janet (FDA/CDER) < b6 
Cc: Collins, Francis (NIH/OD) [EJ < b6 
Subject: proposal 


Can we talk after you read this? I know you are not formally in charge of vaccines.I have spoken to 
Peter Marks who has been very helpful But action is needed . The Broad assays are pristine and this is a 
rational proposal that does not compromise safety The country is about to implode because of the policies 
at the highest level of our govt and the lack of clear thinking Maybe you have the influence to push a 
rational proposal. The Broad can do this far better and faster than any other organization I am also 
copying Francis Collins. I think the provincialism that I am seeing is hurting the people of our country 
ed Scolnick 


COLL0000017914 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 
Sent: 6/15/2020 2:38:22 AM 


To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 
ce: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e 1cf101c0943414-adamsj4]; Santos, Michael (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44¢ 18ef4cc6952f65f80-santosmr]; Culp, Michelle (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4e38fa37e0424217aa0a283cba9e5098-mculp]; Tabak, Lawrence (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak!] 

Subject: RE: Thinking about consents. 


Hi Francis: 


For Tx, the WG is beginning work on the consent for ACTIV-1 and is indeed taking this into account. They are patterning 
their |CF off of the ACTT-2 ICF. As for the ACTIV-2, -3, and -4 ICFs, these are being drafted by NIAID and NHLBI, but 
would assume they will include the ability to share de-identified data as all NIH clinical trials do? My team will, however, 
work to remind the clinical and operations teams of this at our meetings with them. Copying Michelle Culp who has 
been helping us with trial harmonization issues. 


On the vaccines side, as you know the operational aspects of the trials were assumed some time ago by NIAID and 
BARDA, and the ACTIV WG is not directly involved in them. One assumes that the COVID-19 Prevention Network, which 
is the core of the NIAID capacity for their vaccines and mAbs trials, is experienced in this area. But you'd really have to 
follow up with Tony Fauci and John Mascola if you want to know more at this point. 


David 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Sunday, June 14, 2020 9:48 PM 

To: Wholley, David (FNIH) [T] < b6 Adam, Stacey (FNIH) [T] < b6 Santos, Michael (FNIH) 
T< b6 


Subject: Thinking about consents 

Hi David, Stacey, and Mike, 

| am hoping that consideration has been given to the wording of the consent forms for the clinical trials of therapeutics 
and vaccines. It would be really unfortunate if there were limitations on sharing the de-identified data with other 


researchers. Is that being carefully considered? 


FC 


COLL0000017922 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 
Sent: 2/9/2021 2:51:46 AM 


To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 
ce: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d55 1d1d3455eaf14854c83f41d84-freiremc]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak|]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Read, Sarah (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=dcd875f0679648859e 1cf101c0943414-adamsj4] 

Subject: RE: ACTIV-6 Budget Estimate 


Sure, fine to run this by Janet. If the numbers need to come down | believe there would be some levers that could be 
pulled with respect to the number of sites, contingency, and of course the number of agents. 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Monday, February 8, 2021 9:18 PM 

To: Wholley, David (FNIH) [T] < b6 

Cc: Freire, Maria (FNIH) [T] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 Lane, Cliff 
(NIH/NIAID) [E] < b6 Read, Sarah (NIH/NIAID) [E] < b6 Adam, Stacey (FNIH) [T] 
< b6 


Subject: RE: ACTIV-6 Budget Estimate 


That’s a bit higher than | expected, but | can see this has been carefully thought through. | am glad to see this 
is designed for 7 — 8 agents. 


Any objection if | run this past Janet? 


Francis 

From: Wholley, David (FNIH) [T] bé6 

Sent: Monday, February 8, 2021 9:06 PM 

To: Collins, Francis (NIH/OD) [E] b6 

Ce: Freire, Maria (FNIH) [T] b6 Tabak, Lawrence (NIH/OD) [E] b6 >; Lane, Cliff 

(NIH/NIAID) [E] b6 Read, Sarah (NIH/NIAID) [E] b6 Adam, Stacey (FNIH) [T] 
b6 


Subject: FW: ACTIV-6 Budget Estimate 

Francis, 

Here Is the estimate you asked for. Sarah is good with the numbers—likes the fact that they accomodate inclusion of 
additional sites from SIREN as needed. 


Let us know what you think. 


Thanks, David 


COLL0000017923 


From: Adam, Stacey (FNIH) [T] b6 > 
Sent: Monday, February 8, 2021 7:24 PM 

To: Wholley, David (FNIH) [T] b6 

Cc: Read, Sarah (NIH/NIAID) [E] b6 
Subject: ACTIV-6 Budget Estimate 


Hi David, 
Here is the initial budget estimate for ACTIV-6. The team would like to estimate at ~$150 million. 


The assumptions behind this estimate include: 
1, ~280 sites = $10,000 site start-up 
2. 15,000 patients total = $5,000/patient to sites 
3. Assumes 7-8 agents (current potentials still needing approval from agent prioritization committee are 

ivermectin, metformin, fluvoxamine, ©®.®© montelukast) 

4, Assumes a partnership with CVS or similar for early recruitment 

Additional communications funds will need to be added to the Cross ACTIV Communications Contract 

6, © million to pay for drug and placebo for some of the drugs selected if a company cannot be found to 
donate. 

7, © million in contingencies to cover potential additional Data Coordination Center time, project management, 
and possibly CRO help if needed 


w 


Please let us know if you think that this reasonable or if you think we have neglected any cost. If you think this looks 
good, it can be used for the meeting with Kessler. 


Sarah, please feel free to add in anything that you think | may have forgotten from our meeting with PCORnet and 
Vanderbilt today. 


Thanks, 
Stacey 


Personnel (b) (5) 
Travel 
Supplies and Materials 
Other Cost 
Drug/Pharmacy Fees 
Site Start Up Payment 
Site Payment 
External Recruitment 
Communications 
Direct Cost | $ 110,760,000 
F&A )G) 


Contingency 


Total Cost $ 149,912,000 
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Stacey J. Adam, PhD 


Director, Cancer 

Research Partnerships 

Foundation for the National Institutes of Health 

Direct: ¢ b6 Mobile: b6 

fnih.org 

11400 Rockville Pike, Suite 600, North Bethesda, MD 20852 


| flings to) 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 
Sent: 6/15/2020 9:53:55 PM. 


To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 
Subject: FW: Adding Ridgeback EIDD-2801 to ACTIV-2 
Francis: 
(&) 4). (b) () 


(b) (4). (b) (5) for each of ACTIV-2 and ACTIV-3 to run additional compounds such as the Ridgeback EIDD-2801 
polymerase inhibitor in the trials. Janet wants the TOC to make the decision on this at the first meeting of TOC as to 
whether on not this is something that should be pursued. | wanted you to know what this is about when you see it on 
the agenda. 


By the way, according to Ridgeback Bio, the partnership with Merck is not an acquisition, but just a partnership to help 
with manufacturing and logistics. ©®.©© js still making the clinical testing decisions and are eager to partner with 
ACTIV. 


Please keep in mind this all still needs to be reviewed and approved by the ACTIV Agent Prioritization Committee before 
it can even be approved by the TOC. 


Thanks, David 


COLL0000017940 


From: 


Sent: 
To: 


ce: 


Subject: 


Flag: 


Hi Francis: 


Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 


6/15/2020 9:49:33 PM. 


Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 
Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e 1cf101c0943414-adamsj4]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak|] 
FW: NIH Nominations for ACTIV-2/3 Trial Oversight Committee 


Follow up 


() (4). (&) (5) 


(b) (4) 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 6/16/2020 1:45:37 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf}; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Sizemore, Christine (NIH/FIC) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=05494833e0fc47a9acac194cd338b201-csizemore]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d55 1d1d345Seaf14854c83f41d84-freiremc] 

Subject: FW: Question on trial sites 


fyi 


From: Wholley, David (FNIH) [T] 

Sent: Monday, June 15, 2020 9:42 PM 
To: Ayala, Ana (OS/OGA) < b6 
Subject: RE: Question on trial sites 


Ana, ACTIV has sent surveys to and collected information from 54 clinical trial networks representing over 600 
sites, This information is being used within ACTIV to prioritize sites for the master protocols we are seeking to launch 
through NIH networks and OWS. David 


From: Ayala, Ana (OS/OGA) < b6 
Sent: Monday, June 15, 2020 6:11 PM 
To: Wholley, David (FNIH) [T] b6 


Subject: Question on trial sites 
Hi David, 


During the call with WHO on May 29, you had mentioned that ACTIV had identified trial sites. Can you please confirm 
how many? Based on our notes, there seems to be a discrepancy. Some of us heard 530 and others 130. 


Many thanks! 
Ana 


Ana S. Ayala, J.D., LL.M. 
Senior Global Health Officer 
Pandemic and Emerging Threats 
Office of Global Affairs 
U.S. Department of Health and Human Services (HHS) 
o: b6 | m: b6 
bé 


CONFIDENTIALITY NOTICE: This e-mail communication and any attachments may contain confidential and privileged information for 
the use of the designated recipients. If you are not the intended recipient, (or authorized to receive for the recipient) you are hereby 
notified that you have received this communication in error and that any review, disclosure, dissemination, distribution or copying 
of it or its contents is prohibited. If you have received this communication in error, please destroy all copies of this communication 
and any attachments and contact the sender by reply e-mail or telephone. 
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From: Fauci, Anthony (NIH/NIAID) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=DF38103D75134F658AE2D356F0396B94-AFAUCI] 


Sent: 6/16/2020 12:48:29 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

cc: Lane, Cliff (NIH/NIAID) (E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Erbelding, Emily (NIH/NIAID) 


[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=e976ebf7b14142fbb3c5c294efb334fe-erbeldingej] 


Subject: RE: NIH Nominations for ACTIV-2/3 Trial Oversight Committee 
Francis: 
(&) 6) 
Best, 
Tony 
From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Monday, June 15, 2020 7:00 PM 
To: Lane, Cliff (NIH/NIAID) [E] < b6 Fauci, Anthony (NIH/NIAID) [E] < 


Subject: FW: NIH Nominations for ACTIV-2/3 Trial Oversight Committee 
Hey Cliff and Tony, 


(b) (5) 


Francis 


From: Wholley, David (FNIH) [T] b6 

Sent: Monday, June 15, 2020 5:50 PM 

To: Collins, Francis (NIH/OD) [E] b6 

Cc: Adam, Stacey (FNIH) [T] b6 >; Tabak, Lawrence (NIH/OD) [E] < 
Subject: FW: NIH Nominations for ACTIV-2/3 Trial Oversight Committee 


Hi Francis: 


(b) (4), (b) (5) 


b6 
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From: Mascola, John (NIH/VRC) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=7F78B40A596B4CA4A2850A429D1AE3F2-JMASCOLA] 


Sent: 6/16/2020 6:10:53 PM. 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

ce: Fauci, Anthony (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=df38103d75 134f658ae2d356f0396094-afauci]; Wholley, David (FNIH) [T] 


[/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 


Subject: RE: A couple of things about vaccine trials 
Francis, 
Regarding you question (b) (5) 


(b) (5) 


Realizing this is being done for All of Us study — | can bring it up with the study teams. 


John 

From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Tuesday, June 16, 2020 7:27 AM 

To: Mascola, John (NIH/VRC) [E] < b6 

Ce: Fauci, Anthony (NIH/NIAID) [E] < b6 Wholley, David (FNIH) [T] < 


Subject: A couple of things about vaccine trials 
Hi John, 


| just wanted to check in with you about the plans for the COVID-19 vaccine trials. 


Best, Francis 


COLL0000017954 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 


Sent: 6/17/2020 11:12:43 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

Subject: RE: Materials for June 17 ACTIV Executive Committee Teleconference 

Flag: Follow up 


Yes, that is correct. 


From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Wednesday, June 17, 2020 6:12 AM 
To: Wholley, David (FNIH) [T] < b6 


Subject: RE: Materials for June 17 ACTIV Executive Committee Teleconference 


This all looks good. | presume the meeting after this will be with the full Leadership Group, on July 1, Right? 


From: Melencio, Cheryl (FNIH) [T] b6 On Behalf Of Wholley, David (FNIH) [T] 
Sent: Tuesday, June 16, 2020 4:42 PM 

To: Wholley, David (FNIH) [T] b6 

Ce: Menetski, Joseph (FNIH) [T] b6 ; Melencio, Cheryl (FNIH) [ 


Subject: Materials for June 17 ACTIV Executive Committee Teleconference 


Importance: High 


Dear ACTIV EC members, Working Group Co-Chairs, and meeting participants: 


Please see attached the PowerPoint slides, including the agenda, for our meeting (via Zoom) from 12:00 PM to 1:30PM 
Eastern U.S. time tomorrow, Wednesday June 17. | have also attached notes from our June 3 Leadership Team meeting 


as well as our last EC meeting on May 20. 


The Zoom information is: 
Join Zoom Meeting 


https://fnih.zoom.us/ b6 
Meeting ID: b6 


Password: b6 
One tap mobile 
US (New York) 
US (Germantown) 


Dial by your location 
b6 US (New York) 

US (Germantown) 

US (Chicago) 


US (San Jose) 
US (Tacoma) 
US (Houston) 
US (San Jose) 
Meeting ID: b6 
Password: b6 
Find your local number: https://fnih.zoom.us/ bé6 


COLL0000017959 


Please let Joe Menetski or Cheryl Melencio here at FNIH (copied) know if you are having any problems connecting. | look 
forward to a productive meeting. 


Regards, 
David 


David Wholley 

Senior Vice-President, Research Partnerships 

Foundation for the National Institutes of Health 
b6 


fnih.org 


11400 Rockville Pike Suite 600 North Bethesda, MD 20852 


dnt 2019, the PNT earned the highest rating from Charity Navigator for the fifth consecutive year and was recognized 
as an organization that exceeds industry standards. 


COLL0000017959 


From: 
Sent: 
To: 


Subject: 


Flag: 


Plump, Andrew [ b6 
6/17/2020 10:45:21 AM 


Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d67 7257 -wholleyd]; Collins, Francis (NIH/OD) 


{E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 
Re: Materials for June 17 ACTIV Executive Committee Teleconference 


Follow up 


Hi David and Francis, 


Apologies for the late notice, but | will not be able to join today’s EC meeting. |’ll track the minutes, but of course please 
do not hesitate to reach out if you need anything from me. 


Warm regards, 


Andy 


Sent from my iPad 


On Jun 16, 2020, at 4:56 PM, Wholley, David (FNIH) [T] < 


b6 


Dear ACTIV EC members, Working Group Co-Chairs, and meeting participants: 


Please see attached the PowerPoint slides, including the agenda, for our meeting (via Zoom) from 12:00 
PM to 1:30PM Eastern U.S. time tomorrow, Wednesday June 17. | have also attached notes from our 


June 3 Leadership Team meeting as well as our last EC meeting on May 20. 


The Zoom information is: 
Join Zoom Meeting 
htt fnih.zoom.us/j b6 


Meeting ID: b6 
Password: b6 
One tap mobile 
b6 US (New York) 
US (Germantown) 


Dial by your location 
b6 US (New York) 

US (Germantown) 

US (Chicago) 

US (San Jose) 

US (Tacoma) 

US (Houston) 

US (San Jose) 

Meeting ID: b6 

Password: b6 


COLL0000017960 


Find your local number: https://fnih.zoom.us/+ b6 


Please let Joe Menetski or Cheryl Melencio here at FNIH (copied) know if you are having any problems 
connecting. | look forward to a productive meeting. 


Regards, 
David 


David Wholley 
Senior Vice-President, Research Partnerships 
Foundation for the National Institutes of Health 
b6 
fnih.org 
11400 Rockville Pike Suite 600 North Bethesda, MD 20852 


In 2019, the FNIH earned the highest vating from Charity Navigator for the fifth consecutive year and 
was recognized as an organization that exceeds industry standards. 


<ACTIV 6.17 Executive Committee Mecting 20200616 FINAL. pptx> 
<2020-06-03_ACTIV_Leadership_Group_ Meeting Summary Final.docx> 
<2020-05-20_Executive_Committee_Meeting Summary Final.docx> 
The content of this email and of any files transmitted may contain confidential, proprietary or legally privileged 
information and is intended solely for the use of the person/s or entity/ies to whom it is addressed. If you have 
received this email in error you have no permission whatsoever to use, copy, disclose or forward all or any of its 
contents. Please immediately notify the sender and thereafter delete this email and any attachments. 
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From: 


Sent: 
To: 


Subject: 


Flag: 


Tabak, Lawrence (NIH/OD) (E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 

(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=02E22836B5FF4E9988E3770CFC7EE770-TABAKL] 

6/17/2020 11:02:30 AM 

Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf]; Wolinetz, Carrie (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1c655040d47346c7b04d7bc11a403ecb-wolinetzcd]; Fauci, Anthony 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=df38103d75 134f658ae2d356f0396094-afauci]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d345Seaf14854c83f4 1d84-freiremc] 

Re: Need to convene a summit on vaccine distribution? 


Follow up 


What international body would the administration be accepting of? What about HIROS? 


From: Francis Collins < b6 

Date: Wednesday, June 17, 2020 at 6:40 AM 

To: "Tabak, Lawrence (NIH/OD) [E]" < b6 "Wolinetz, Carrie (NIH/OD) [E]" 
< b6 Anthony Fauci < b6 “Wholley, David (FNIH) [T]" 
< b6 “Freire, Maria (FNIH) [T]"< b6 


Subject: Need to convene a summit on vaccine distribution? 


Hi Larry, Carrie, Tony, David, and Maria, 


(b) (5) 


COLL0000017962 


I'd be interested in your immediate thoughts, and then maybe we should get on a call together. If there are others that 
could help us think this through, please suggest bringing them in to the conversation. 


Francis 


COLL0000017962 


From: Marks, Peter [ b6 


Sent: 6/17/2020 3:16:34 PM. 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

Subject: RE: ACTIV Executive Committee Teleconference 

Flag: Follow up 


Dear Francis, 
Just FYI — due to a DIA session that | am doing with PJ Brooks, | will be joining at 12:30. Sorry about that. 


Best Regards, 
Peter 


From: Melencio, Cheryl (FNIH) [T] < b6 

Sent: Friday, May 22, 2020 4:14 PM 

To: Melencio, Cheryl (FNIH) [T]; Collins, Francis $ (NIH); Disbrow, Gary (OS); Dolsten, Mikael; Fauci, Anthony S (NIH); 
Gibbons, Gary H (NIH); Marks, Peter; Pao, William; Plump, Andrew; Stoffels, Paul; Woodcock, Janet; Colvis, Christine M 
(NIH); Desrosiers, Betsy; Hughes, Eric; Jansen, Kathrin; Kurilla, Michael G (NIH); Lowy, Douglas (NCI); Read, Sarah W 
(NIH); Young, John; Anderson, James M (NIH); Austin, Christopher P (NIH); Burklow, John T (NIH); Culp, Michelle A (NIH); 
Freire, Maria C (NIH); Gadbois, Ellen L (NIH); Usher, Adrienne H (NIH); Lane, Henry C (NIH); Myles, Renate H (NIH); 
Parker, Ashley S (NIH); Tabak, Lawrence A (NIH); Wolinetz, Carrie D (NIH) 

Cc: Adam, Stacey J (NIH); Alvarez, Rosa; Anderson, Margaret; Chen, Helen; Elsaid, Olivia; Gonzalez, Nina; James, 
Stephanie L (NIH); Kim, Elizabeth; Menetski, Joseph M (NIH); Santos, Michael R (NIH); Stratton, Ben; Tolman, Brett; 
Tountas, Karen H (NIH); Wachtel, Jonathan; Wholley, David N (NIH); Barasch, Kimberly M (NIH); Conrad, Patricia L (NIH); 
Dimishkov, Roxanne D (NIH); McManus, Ayanna L (NIH); Perala, Mie; Protasiewicz, Ann; Riccobene, Kim; Thomas, 
Ashley; Wood, Gretchen S (NIH); Togashi Mah, Mieko N (NIH); Zottoli, Jessica; Lowy, Douglas R (NIH); Lucas Smalldon 
Subject: ACTIV Executive Committee Teleconference 

When: Wednesday, June 17, 2020 12:00 PM-1:30 PM (UTC-05:00) Eastern Time (US & Canada). 

Where: https://fnih.zoom.us; b6 


Cheryl Melencio is inviting you to a scheduled Zoom meeting. 


Join Zoom Meeting 


https://fnih.zoom.us/ b6 
Meeting ID: b6 


Password: b6 
One tap mobile 
b6 US (New York) 
US (Germantown) 


Dial by your location 
b6 US (New York) 

US (Germantown) 

US (Chicago) 

US (San Jose) 

US (Tacoma) 

US (Houston) 

US (San Jose) 
Meeting ID: v6 


COLL0000017973 


Password: 292465 
Find your local number: https://fnih.zoom.us b6 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 


Sent: 6/17/2020 3:36:45 PM. 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

Subject: FW: Cheryl, I'll be a few mins late on the ACTIV call. jw 

Flag: Follow up 

From: Melencio, Cheryl (FNIH) [T] < b6 

Sent: Wednesday, June 17, 2020 11:30 AM 

To: Wholley, David (FNIH) [T] < b6 


Subject: FW: Cheryl, I'll be a few mins late on the ACTIV call. jw 
fyi 


Cheryl Melencio 
Administrative Manager, Research Partnerships 
Foundation for the National Institutes of Health 
b6 
Org 
00 Rockville Pike Suite 600 North Bethesda, MD 20852 


Donate to the FNIH’s Pandemic Response Fund te combat COVID-19: fhih 


FRIH RANDEMIC 


RESPONSE FUND 


From: Woodcock, Janet b6 
Sent: Wednesday, June 17, 2020 11:29 AM 
To; Melencio, Cheryl (FNIH) [T] b6 


Subject: Cheryl, |'ll be a few mins late on the ACTIV call. jw 


COLL0000017975 


From: Freire, Maria (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=8598D551D1D345S5EAF14854C83F41D84-FREIREMC] 

Sent: 6/17/2020 5:10:47 PM. 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tadakl]; Wolinetz, Carrie (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1¢655040d47346c7004d7bc11a403ecb-wolinetzcd]; Fauci, Anthony 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=df38103d75 134f658ae2d356f0396094-afauci]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: Re: Need to convene a summit on vaccine distribution? 


In listening to Mike Kurilla’s presentation, | am reminded that countries/locations where we/others are 
conducting trials in most instances expect to receive the vaccine or therapeutics for which their population 
volunteered. M. 


From: "Collins, Francis (NIH/OD) [E]" b6 > 
Date: Wednesday, June 17, 2020 at 6:40:49 AM 
To: "Tabak, Lawrence (NIH/OD) [E]" b6 >, "Wolinetz, Carric (NIH/OD) [E]" 
b6 >, "Fauci, Anthony (NIH/NIAID) [E]" b6 >, "Wholley, David 
(FNIH) [T]"< b6 “Freire, Maria (FNIH) [T]" < b6 


Subject: Need to convene a summit on vaccine distribution? 


Hi Larry, Carrie, Tony, David, and Maria, 


(b) 6) 


COLL0000017976 


I'd be interested in your immediate thoughts, and then maybe we should get on a call together. If there are others that 
could help us think this through, please suggest bringing them in to the conversation. 


Francis 


COLL0000017976 


From: Freire, Maria (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=8598D551D1D345S5EAF14854C83F41D84-FREIREMC] 

Sent: 6/17/2020 5:43:15 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tadakl]; Wolinetz, Carrie (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1c655040d47346c7b04d7bc11a403ecb-wolinetzcd]; Fauci, Anthony 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=df38103d75 134f658ae2d356f0396094-afauci]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: RE: Need to convene a summit on vaccine distribution? 


He knows the fallout first hand. When | was a member of the UN High Level Panel that Ban Ki-moon put in place on 
access to drugs, Paul was of great help. M. 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Wednesday, June 17, 2020 1:38 PM 

To: Freire, Maria (FNIH) [T] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 Wolinetz, 
Carrie (NIH/OD) [E] < v6 Fauci, Anthony (NIH/NIAID) [E] < b6 Wholley, David 
(FNIH) [T] < v6 


Subject: RE: Need to convene a summit on vaccine distribution? 


Indeed. | was glad that Paul Stoffels made that point explicitly at the end of the call. 


From: Freire, Maria (FNIH) [T] < b6 

Sent: Wednesday, June 17, 2020 1:11 PM 

To: Collins, Francis (NIH/OD) [E] b6 Tabak, Lawrence (NIH/OD) [E] b6 

Wolinetz, Carrie (NIH/OD) [E] b6 >; Fauci, Anthony (NIH/NIAID) [E] b6 >; 
Wholley, David (FNIH) [T] b6 


Subject: Re: Need to convene a summit on vaccine distribution? 


In listening to Mike Kurilla’s presentation, | am reminded that countries/locations where we/others are conducting trials 
in most instances expect to receive the vaccine or therapeutics for which their population volunteered. M. 


From: "Collins, Francis (NIH/OD) [E]" b6 > 
Date: Wednesday, June 17, 2020 at 6:40:49 AM 
To: "Tabak, Lawrence (NIH/OD) [E]" b6 , "Wolinetz, Carrie (NIH/OD) [E]" 
b6 >, "Fauci, Anthony (NIH/NIAID) [E]" b6 “Wholley, David (FNIH) [T]" 
q b6 “Freire, Maria (FNIH) [T]" b6 


Subject: Need to convene a summit on vaccine distribution? 
Hi Larry, Carrie, Tony, David, and Maria, 


b) 6) 


COLL0000017978 


(b) 6) 


I'd be interested in your immediate thoughts, and then maybe we should get on a call together. If there are others that 
could help us think this through, please suggest bringing them in to the conversation. 


Francis 


COLL0000017978 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 6/17/2020 6:57:36 PM. 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Woodcock, Janet (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9bc3fc3ebfcf4887 9192 169bd7644e29-Janet.Woodc] 


CG: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4] 

Subject: Urgent Request 

Flag: Follow up 


Janet and Francis: 
The ACTIV-1 protocol team and NIAID folks on the Protocol Review Committee are doing their best to evaluate the 
dexamethasone announcement from yesterday but they lack access to the data. Would it be possible for either of you 


to get any early information about some of the results that might help them adjust their study design? 


Thanks, 
David 


COLL0000017982 


From: Woodcock, Janet [ b6 

Sent: 6/17/2020 7:35:04 PM. 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d67 7257 -wholleyd]; Collins, Francis (NIH/OD) 
{E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 


ce: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4] 
Subject: RE: Urgent Request 


| know Martin Landray pretty well and got a letter from him on the details of the hydroxychloroquine arm for the FDA. | 
will contact him. jw 


From: Wholley, David (FNIH) [T] < b6 

Sent: Wednesday, June 17, 2020 2:58 PM 

To: Collins, Francis S (NIH) < b6 Woodcock, Janet < b6 
Cc: Adam, Stacey J (NIH) < b6 

Subject: Urgent Request 

Importance: High 


Janet and Francis: 
The ACTIV-1 protocol team and NIAID folks on the Protocol Review Committee are doing their best to evaluate the 
dexamethasone announcement from yesterday but they lack access to the data. Would it be possible for either of you 


to get any early information about some of the results that might help them adjust their study design? 


Thanks, 
David 


COLL0000017985 


From: Fauci, Anthony (NIH/NIAID) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=DF38103D75134F658AE2D356F0396B94-AFAUCI] 

Sent: 6/18/2020 1:28:18 AM 

To: Nelson Michael [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7c3323ab6a02468689fa2c5 148 7c43cc-NelsonMicha]; Mascola, John 
(NIH/VRC) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7178b40a596b4ca4a2850a429d1ae3f2-jmascola]; Collins, Francis (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabak|]; Wolinetz, Carrie (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=1c655040d47346c7b04d7bc11a403ecb-wolinetzcd]; Burklow, John (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2e57f267323b43cO8be856acb5b964ca-burklowj]; Myles, Renate (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

cei Barasch, Kimberly (NIH/NIAID) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=eaSfad4cS2f64f80b7daee4982ae495f-baraschk]; Conrad, Patricia 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7ea3e3ea7daa432887495d6825¢9e588-conradpa] 


Subject: RE: Public campaign for vaccine trial enrollment 
Flag: Follow up 
Nelson: 


Looks like a good plan. Let us chat at your convenience sometime this week or over the weekend. 
Best, 


Tony 

From: Michael, Nelson L CIV USARMY MEDCOM WRAIR (USA) < b6 

Sent: Wednesday, June 17, 2020 2:08 PM 

To; Mascola, John (NIH/VRC) [E] < b6 Fauci, Anthony (NIH/NIAID) [E] < b6 

Collins, Francis (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] < v6 Wolinetz, 
Carrie (NIH/OD) [E] < b6 Burklow, John (NIH/OD) [E] < b6 Myles, Renate 
(NIH/OD) [E] < b6 Wholley, David (FNIH) [T] < b6 


Subject: RE: Public campaign for vaccine trial enrollment 
Francis and Tony: 


We have been working across the Interagency and with the CoVPN in the last few weeks to execute a landscape review 
of both Community Engagement and Strategic Communication capabilities and capability gaps. We will unveil a Strategic 
Plan for same on an ACTIV call this Friday 1200-1300 EDT led by one of the CoVPN Co-Chairs, Dr. Larry Corey, and myself 
representing OWS/Vaccine Development Team (John Mascola, Chair). 


The CoVPN has had an extensive and robust community engagement and outreach program to the young black and 
LatinX populations for over a decade including a program with black church leaders. This has resulted in the ability to 
enroll these populations into their HIV vaccine trials quite successfully. Thus, leveraging this expertise and expanding it 
into COVID-19 at-risk populations has been the immediate goal . 


This expansion plan has been implemented quickly, first by email over the last week and then a lively VTC at 1200 EDT 
hrs today. This has involved an expanding group of experts in community engagement, vaccine/medical countermeasure 


COLL0000017994 


development, communications, and vaccine implementation campaigns. Critically, while built around a core of HIV 
experienced professionals, the current group is much more representative of respiratory disease vaccine experts who 
touch a larger range of at-risk populations. Representatives are included from NIAID (OD, VRC, DAIDS, DMID), CDC, 
BARDA, DOD, and DA (Dept of the Army}. We have been in constant contact with newer stakeholders inclusive of 
geriatric, industry, faith based, Native/Pacific Islander, LatinX, and black communities to ensure an optimal balance of 
cultural competencies. Our BARDA colleagues will facilitate interoperability with the community engagement activities 
centered at the NIAID supported CoVPN sites to the industry sponsored CROs that will represent approximately 50% of 
clinical trial sites in the upcoming OWS vaccine phase 3 trials. 


Ultimately, our community engagement and communication efforts supporting vaccine phase 3 trials need to lead up to 
those of CDC who will be charged with the stewardship of vaccine implementation campaigns. Thus, it is critical that CDC 
is working with us from the beginning of the life cycles of our medical countermeasure development processes. 


We hope to have mature presentation products by COB on Thursday, 18 July, that we will hand up to senior NIH leaders 
prior to the Friday ACTIV call. 


Pending your questions and guidance, 
Nelson Michael 


Nelson L. Michael, M.D., Ph.D. 

Department of the Army Civilian 

Director, Center for Infectious Diseases Research 
Walter Reed Army Institute of Research 

503 Robert Grant Avenue 

Silver Spring, MD 20910 


Office: b6 

Mobile: b6 

Email: b6 

Email: 

From: Mascola, John (NIH/VRC) [E] b6 

Sent: Wednesday, June 17, 2020 10:56 AM 

To: Fauci, Anthony (NIH/NIAID) [E] b6 Collins, Francis (NIH/OD) [E] < b6 Tabak, 
Lawrence (NIH/OD) [E] b6 Wolinetz, Carrie (NIH/OD) [E] < b6 Burklow, 
John (NIH/OD) [E] b6 ; Myles, Renate (NIH/OD) [E] b6 ; Wholley, David (FNIH) 
m1 b6 Michael, Nelson L CIV USARMY MEDCOM WRAIR (USA) b6 


Subject: [Non-DoD Source] RE: Public campaign for vaccine trial enrollment 


All active links contained in this email were disabled. Please verify the identity of the sender, and confirm the 
authenticity of all links contained within the message prior to copying and pasting the address to a Web 
browser. 


Francis, Tony, 
| will ask Nelson Michael, who is on our OWS vaccine team and is DoD colleague from Walter Reed, to give you an email 
update on some ongoing and planned community engagement activities in context of phase 3 trials. He and others are 


also briefing ACTIV on this topic soon. 


Nelson — please comment here. 


COLL0000017994 


Thanks, 
John 


From: Fauci, Anthony (NIH/NIAID) [E] b6 

Sent: Wednesday, June 17, 2020 7:20 AM 

To: Collins, Francis (NIH/OD) [E] b6 Tabak, Lawrence (NIH/OD) [E] b6 4 
Wolinetz, Carrie (NIH/OD) [E] b6 Burklow, John (NIH/OD) [E] < b6 Myles, 
Renate (NIH/OD) [E] < b6 Wholley, David (FNIH) [T] b6 ; Mascola, John (NIH/VRC) 
[E] < v6 , 

Subject: RE: Public campaign for vaccine trial enrollment 


Francis et al: 

Agree with your plan. Also, Michael Caputo (new ASPA at HHS) has actually been thinking 
about the same thing and was hoping to use PSAs and Instagram tools with celebrities, 
including Rap Groups with whom | have already engaged, as you have suggested. We should 
probably at least let him know what we are doing and get some Department buy in and 
help. Also, we should get the CDC to partner with us since this is part of their mandate. Look 
forward to further discussion and action. 

Best, 
Tony 


Anthony S. Fauci, MD 

Director 

National Institute of Allergy and Infectious Diseases 
Building 31, Room 7A-03 

34 Center Drive, MSC 2520 

National institutes of Health 

Bethesda, MD 20892-2520 


Phone: b6 
FAX: (301) 496-4409 
E-mail: b6 < Caution-mailto: b6 > 


The information in this e-mail and any of its attachments is confidential and may contain sensitive information. It 
should not be used by anyone who is not the original intended recipient. If you have received this e-mail in error 
please inform the sender and delete it from your mailbox or any other storage devices. The National Institute of 
Allergy and infectious Diseases (NIAID) shail not accept liability for any statements made that are the sender's 
own and not expressly made on behalf of the NIAID by one of its representatives. 


From: Collins, Francis (NIH/OD) [E] v6 
Sent: Wednesday, June 17, 2020 6:54 AM 
To: Tabak, Lawrence (NIH/OD) [E] b6 >>; Wolinetz, 
Carrie (NIH/OD) [E] b6 >; Burklow, John (NIH/OD) [E] 

b6 I >; Myles, Renate (NIH/OD) [E] 

b6 {I _> >; Wholley, David (FNIH) [T] 

b6 >; Mascola, John (NIH/VRC) [E] 
b6 Fauci, Anthony (NIH/NIAID) [E] 


COLL0000017994 


bé > 
Subject: Public campaign for vaccine trial enrollment 


Hi Larry, Carrie, John B, Renate, David, John M, and Tony, 


| spoke with Moncef last night about other things, and raised the issue with him about preparing for a massive campaign 
to enroll as many as 150,000 participants (30,000 for each vaccine) in the vaccine trials that will start in about three 
weeks. The enrollment will be regional (depending on where the virus is actively spreading) and will need to reach out 
to a wide demographic, not just healthy 20- or 30-something college grads. We will particularly want to know whether 
the vaccine prevents serious illness in those at highest risk. 


As far as | can tell, there is not yet an organized plan about how to do this outreach — though it’s possible that the 
companies involved (or their CROs) have already got something going. But this seems like a moment to pull in ideas and 
resources. | would think this would be a great time to enlist the help of celebrities (Tom Hanks, Steph Curry) and trusted 
doctors (Tony Fauci, Jerome Adams, Reed Tuckson, maybe even, gulp, Dr. Oz). Shouldn't we be putting together a draft 
campaign right now, that could be slotted into the regions where recruitment is needed? 


I'd be interested in your thoughts on this. Then maybe we should pull a group together? 


Francis 


COLL0000017994 


From: Burklow, John (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=2E57F267323B43CO8BE856ACBSB964CA-BURKLOWJ] 


Sent: 6/18/2020 2:36:52 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

Subject: RE: Public campaign for vaccine trial enrollment 

Hi, Francis— 


Renate and | spoke with Bill Hall, who was going to speak with Caputo today, and we also spoke later to Courtney Billet 
and her colleagues at NIAID comms. One thing | learned is that it sounds like when Caputo mentioned a PSA campaign 
with celebrities, he is focused on encouraging people to get vaccinated, once we have a vaccine, so that would be 
toward the end of the year. | get the sense that he is not focused on the trials this summer. Bill will confirm. Courtney 
said that, for the vaccine trials, they will issue press releases and work with the grantees who are running the trials. We 
talked about getting celebrities, etc., to get the word out—more of a campaign. Given the short timeframe, it might be 
faster to do something similar to what ASF did this spring when we were trying to flatten the curve—appear as guests on 
programs (TV, radio, social media) to talk about the trials and how to participate, rather than trying to work out 
agreements with individual celebrities. That may work better for regional outreach as well. Maybe | should reach out to 
Nelson to get a better sense of his plans? Someone needs to map out a plan that everyone agrees to, right? Do you 
think that person is Nelson or is it us (NIH/NIAID)? 


Maybe we can discuss tomorrow at some point. 
Thanks, 


John 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Wednesday, June 17, 2020 9:36 PM 

To: Burklow, John (NIH/OD) [E] < b6 

Subject: FW: Public campaign for vaccine trial enrollment 


HiJohn, 


See below. Tony says Nelson Michael is a “good guy”, but I’m still not quite sure whether there's an adequate 
plan for trial recruitment. Were you able to connect with Caputo? 


Ideally we should plan a regional campaign that seeks volunteers for both the vaccine trial and the monoclonal 
antibody therapeutic trial. They will come on at about the same time, and will both need to focus on areas 
where the virus is spreading in the community. 


FC 

From: Fauci, Anthony (NIH/NIAID) [E] b6 

Sent: Wednesday, June 17, 2020 9:28 PM 

To: Nelson Michael bé Mascola, John (NIH/VRC) [E] b6 >; Collins, 
Francis (NIH/OD) [E] b6 Tabak, Lawrence (NIH/OD) [E] b6 >; Wolinetz, Carrie 
(NIH/OD) [E] b6 ; Burklow, John (NIH/OD) [E] < b6 >; Myles, Renate (NIH/OD) 
(E] b6 ; Wholley, David (FNIH) [T] b6 

Ce: Barasch, Kimberly (NIH/NIAID) [C] < b6 Conrad, Patricia (NIH/NIAID) [E] 


COLL0000017996 


< b6 
Subject: RE: Public campaign for vaccine trial enrollment 


Nelson: 
Looks like a good plan. Let us chat at your convenience sometime this week or over the weekend. 
Best, 
Tony 
From: Michael, Nelson LCIV USARMY MEDCOM WRAIR (USA) b6 
Sent: Wednesday, June 17, 2020 2:08 PM 
To: Mascola, John (NIH/VRC) [E] bé ; Fauci, Anthony (NIH/NIAID) [E] b6 
Collins, Francis (NIH/OD) [E] b6 Tabak, Lawrence (NIH/OD) [E] b6 : Wolinetz, 
Carrie (NIH/OD) [E] b6 Burklow, John (NIH/OD) [E] b6 >; Myles, Renate 
(NIH/OD) [E] b6 ; Wholley, David (FNIH) (T] b6 


Subject: RE: Public campaign for vaccine trial enrollment 
Francis and Tony: 


We have been working across the Interagency and with the CoVPN in the last few weeks to execute a landscape review 
of both Community Engagement and Strategic Communication capabilities and capability gaps. We will unveil a Strategic 
Plan for same on an ACTIV call this Friday 1200-1300 EDT led by one of the CoVPN Co-Chairs, Dr. Larry Corey, and myself 
representing OWS/Vaccine Development Team (John Mascola, Chair). 


The CoVPN has had an extensive and robust community engagement and outreach program to the young black and 
LatinX populations for over a decade including a program with black church leaders. This has resulted in the ability to 
enroll these populations into their HIV vaccine trials quite successfully. Thus, leveraging this expertise and expanding it 
into COVID-19 at-risk populations has been the immediate goal . 


This expansion plan has been implemented quickly, first by email over the last week and then a lively VTC at 1200 EDT 
hrs teday. This has involved an expanding group of experts in community engagement, vaccine/medical countermeasure 
development, communications, and vaccine implementation campaigns. Critically, while built around a core of HIV 
experienced professionals, the current group is much more representative of respiratory disease vaccine experts who 
touch a larger range of at-risk populations, Representatives are included from NIAID (OD, VRC, DAIDS, DMID), CDC, 
BARDA, DOD, and DA (Dept of the Army). We have been in constant contact with newer stakeholders inclusive of 
geriatric, industry, faith based, Native/Pacific Islander, LatinX, and black communities to ensure an optimal balance of 
cultural competencies. Our BARDA colleagues will facilitate interoperability with the community engagement activities 
centered at the NIAID supported CoVPN sites to the industry sponsored CROs that will represent approximately 50% of 
clinical trial sites in the upcoming OWS vaccine phase 3 trials. 


Ultimately, our community engagement and communication efforts supporting vaccine phase 3 trials need to lead up to 
those of CDC who will be charged with the stewardship of vaccine implementation campaigns. Thus, it is critical that CDC 


is working with us from the beginning of the life cycles of our medical countermeasure development processes. 


We hope to have mature presentation products by COB on Thursday, 18 July, that we will hand up to senior NIH leaders 
prior to the Friday ACTIV cail. 


Pending your questions and guidance, 
Nelson Michael 
Nelson L. Michael, M.D., Ph.D. 


Department of the Army Civilian 
Director, Center for infectious Diseases Research 


COLL0000017996 


Walter Reed Army Institute of Research 
503 Robert Grant Avenue 
Silver Spring, MD 20910 


Office: b6 

Mobile 

Email: 

Email: 

From: Mascola, John (NIH/VRC) [E] b6 

Sent: Wednesday, June 17, 2020 10:56 AM 

To: Fauci, Anthony (NIH/NIAID) [E] b6 >; Collins, Francis (NIH/OD) [E] b6 ; Tabak, 
Lawrence (NIH/OD) [E] b6 >; Wolinetz, Carrie (NIH/OD) [E] b6 >; Burklow, 
John (NIH/OD) [E] < b6 Myles, Renate (NIH/OD) [E] v6 >; Wholley, David (FNIH) 
T] v6 Michael, Nelson L CIV USARMY MEDCOM WRAIR (USA) b6 


Subject: [Non-DoD Source] RE: Public campaign for vaccine trial enrollment 


All active links contained in this email were disabled. Please verify the identity of the sender, and confirm the 
authenticity of all links contained within the message prior to copying and pasting the address to a Web 
browser. 


Francis, Tony, 


| will ask Nelson Michael, who is on our OWS vaccine team and is DoD colleague from Walter Reed, to give you an email 
update on some ongoing and planned community engagement activities in context of phase 3 trials. He and others are 
also briefing ACTIV on this topic soon. 


Nelson — please comment here. 


Thanks, 
John 


From: Fauci, Anthony (NIH/NIAID) [E] < b6 

Sent: Wednesday, June 17, 2020 7:20 AM 

To: Collins, Francis (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] b6 >} 
Wolinetz, Carrie (NIH/OD) [E] < b6 Burklow, John (NIH/OD) [E] < b6 Myles, 
Renate (NIH/OD) [E] b6 Wholley, David (FNIH) [T] b6 Mascola, John (NIH/VRC) 
{E] b6 > 

Subject: RE: Public campaign for vaccine trial enrollment 


Francis et al: 

Agree with your plan. Also, Michael Caputo (new ASPA at HHS) has actually been thinking 
about the same thing and was hoping to use PSAs and Instagram tools with celebrities, 
including Rap Groups with whom | have already engaged, as you have suggested. We should 
probably at least let him know what we are doing and get some Department buy in and 
help. Also, we should get the CDC to partner with us since this is part of their mandate. Look 
forward to further discussion and action. 

Best, 


COLL0000017996 


Tony 


Anthony S. Fauci, MD 

Director 

National institute of Allergy and Infectious Diseases 

Building 31, Room 7A-03 

34 Center Drive, MSC 2520 

National Institutes of Health 

Bethesda, MD 20892-2520 

Phone: b6 

FAX: (301) 496-4409 

E-mail: b6 < Caution-mailto; b6 > 


The information in this e-mail and any of its attachments is confidential and may contain sensitive information, it 
should not be used by anyone who is not the original intended recipient. If you have received this e-mail in error 
please inform the sender and delete it from your mailbox or any other storage devices. The National Institute of 
Allergy and Infectious Diseases (NIAID) shall not accept liability for any statements made that are the sender's 
own and not expressly made on behalf of the NIAID by one of its representatives. 


From: Collins, Francis (NIH/OD) [E] b > 
Sent: Wednesday, June 17, 2020 6:54 AM a 
To: Tabak, Lawrence (NIH/OD) [E] b6 _> >; Wolinetz, 
Carrie (NIH/OD) [E] b > >; Burklow, John (NIH/OD) [E] 
db _> >; Myles, Renate (NIH/OD) [E] 
< b6 b6 >>; Wholley, David (FNIH) [T] 
b6 >; Mascola, John (NIH/VRC) [E] 
< b6 b : Fauci, Anthony (NIH/NIAID) [E] 
b 


Subject: Public campaign for vaccine trial enrollment 
Hi Larry, Carrie, John B, Renate, David, John M, and Tony, 


| spoke with Moncef last night about other things, and raised the issue with him about preparing for a massive campaign 
to enroll as many as 150,000 participants (30,000 for each vaccine) in the vaccine trials that will start in about three 
weeks. The enrollment will be regional (depending on where the virus is actively spreading) and will need to reach out 
to a wide demographic, not just healthy 20- or 30-something college grads. We will particularly want to know whether 
the vaccine prevents serious illness in those at highest risk. 


As far as | can tell, there is not yet an organized plan about how to do this outreach — though it’s possible that the 
companies involved (or their CROs) have already got something going. But this seems like a moment to pull in ideas and 
resources. | would think this would be a great time to enlist the help of celebrities (Tom Hanks, Steph Curry) and trusted 
doctors (Tony Fauci, Jerome Adams, Reed Tuckson, maybe even, gulp, Dr. Oz). Shouldn’t we be putting together a draft 
campaign right now, that could be slotted into the regions where recruitment is needed? 


I'd be interested in your thoughts on this. Then maybe we should pull a group together? 


Francis 
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From: Burklow, John (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=2E57F267323B43CO8BE856ACBSB964CA-BURKLOWJ] 


Sent: 6/18/2020 2:39:49 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

Subject: FW: Public campaign for vaccine trial enrollment 

Flag: Follow up 


Do you think Nelson meant June 18, not July 18? To me, it sounds like he has done a lot of planning, but | guess we'll 
see very soon! 


From: Fauci, Anthony (NIH/NIAID) [E] < b6 

Sent: Wednesday, June 17, 2020 9:28 PM 

To: Nelson Michael < v6 Mascola, John (NIH/VRC) [E] < b6 Collins, 
Francis (NIH/OD) [E] < v6 Tabak, Lawrence (NIH/OD) [E] < b6 Wolinetz, Carrie 
(NIH/OD) [E] < b6 Burklow, John (NIH/OD) [E] < b6 Myles, Renate (NIH/OD) 
[E]< b6 Wholley, David (FNIH) [T] < b6 

Ce: Barasch, Kimberly (NIH/NIAID) [C] < b6 Conrad, Patricia (NIH/NIAID) [E] 

< b6 


Subject: RE: Public campaign for vaccine trial enrollment 


Nelson: 
Looks like a good plan. Let us chat at your convenience sometime this week or over the weekend. 
Best, 


Tony 

From: Michael, Nelson L CIV USARMY MEDCOM WRAIR (USA) b6 

Sent: Wednesday, June 17, 2020 2:08 PM 

To: Mascola, John (NIH/VRC) [E] < b6 Fauci, Anthony (NIH/NIAID) [E] b6 

Collins, Francis (NIH/OD) [E] b6 >; Tabak, Lawrence (NIH/OD) [E] b6 v>; Wolinetz, 
Carrie (NIH/OD) [E] b6 ; Burklow, John (NIH/OD) [E] v6 ; Myles, Renate 
(NIH/OD) [E] b6 >; Wholley, David (FNIH) [T] < b6 


Subject: RE: Public campaign for vaccine trial enrollment 
Francis and Tony: 


We have been working across the Interagency and with the CoVPN in the last few weeks to execute a landscape review 
of both Community Engagement and Strategic Communication capabilities and capability gaps. We will unveil a Strategic 
Plan for same on an ACTIV call this Friday 1200-1300 EDT led by one of the CoVPN Co-Chairs, Dr. Larry Corey, and myself 
representing OWS/Vaccine Development Team (John Mascola, Chair). 


The CoVPN has had an extensive and robust community engagement and outreach program to the young black and 
LatinX populations for over a decade including a program with black church leaders. This has resulted in the ability to 
enroll these populations into their HIV vaccine trials quite successfully. Thus, leveraging this expertise and expanding it 
into COVID-19 at-risk populations has been the immediate goal . 


This expansion plan has been implemented quickly, first by email over the last week and then a lively VTC at 1200 EDT 
hrs today. This has involved an expanding group of experts in community engagement, vaccine/medical countermeasure 
development, communications, and vaccine implementation campaigns. Critically, while built around a core of HIV 
experienced professionals, the current group is much more representative of respiratory disease vaccine experts who. 
touch a larger range of at-risk populations. Representatives are included from NIAID (OD, VRC, DAIDS, DMID), CDC, 
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BARDA, DOD, and DA {Dept of the Army}. We have been in constant contact with newer stakeholders inclusive of 
geriatric, industry, faith based, Native/Pacific Islander, LatinX, and black communities to ensure an optimal balance of 
cultural competencies. Our BARDA colleagues will facilitate interoperability with the community engagement activities 
centered at the NIAID supported CoVPN sites to the industry sponsored CROs that will represent approximately 50% of 
clinical trial sites in the upcoming OWS vaccine phase 3 trials. 


Ultimately, our community engagement and communication efforts supporting vaccine phase 3 trials need to lead up to 
those of CDC who will be charged with the stewardship of vaccine implementation campaigns. Thus, it is critical that CDC 
is working with us from the beginning of the life cycles of our medical countermeasure development processes. 


We hope to have mature presentation products by COB on Thursday, 18 July, that we will hand up to senior NIH leaders 
prior to the Friday ACTIV call. 


Pending your questions and guidance, 
Nelson Michael 


Nelson L. Michael, M.D., Ph.D. 

Department of the Army Civilian 

Director, Center for Infectious Diseases Research 
Walter Reed Army Institute of Research 

503 Robert Grant Avenue 

Silver Spring, MD 20910 


Office: b6 

Mobile 

Email: 

Email: 

From: Mascola, John (NIH/VRC) [E] b6 

Sent: Wednesday, June 17, 2020 10:56 AM 

To: Fauci, Anthony (NIH/NIAID) [E] b6 >; Collins, Francis (NIH/OD) [E] v6 Tabak, 
Lawrence (NIH/OD) [E] b6 >; Wolinetz, Carrie (NIH/OD) [E] 6 ; Burklow, 
John (NIH/OD) [E] b6 >; Myles, Renate (NIH/OD) [E] < b6 ; Wholley, David (FNIH) 
]) b6 >; Michael, Nelson L CIV USARMY MEDCOM WRAIR (USA) v6 > 


Subject: [Non-DoD Source] RE: Public campaign for vaccine trial enrollment 


All active links contained in this email were disabled. Please verify the identity of the sender, and confirm the 
authenticity of all links contained within the message prior to copying and pasting the address to a Web 
browser. 


Francis, Tony, 

| will ask Nelson Michael, who is on our OWS vaccine team and is DoD colleague from Walter Reed, to give you an email 
update on some ongoing and planned community engagement activities in context of phase 3 trials. He and others are 
also briefing ACTIV on this topic soon. 


Nelson — please comment here. 


Thanks, 
John 
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From: Fauci, Anthony (NIH/NIAID) [E] b6 
Sent: Wednesday, June 17, 2020 7:20 AM 


To: Collins, Francis (NIH/OD) [E] b6 ; Tabak, Lawrence (NIH/OD) [E] b6 

Wolinetz, Carrie (NIH/OD) [E] b6 ; Burklow, John (NIH/OD) [E] < v6 >; Myles, 
Renate (NIH/OD) [E] b6 ; Wholley, David (FNIH) [T] b6 ; Mascola, John (NIH/VRC) 
{E] b6 


Subject: RE: Public campaign for vaccine trial enrollment 


Francis et al: 

Agree with your plan. Also, Michael Caputo (new ASPA at HHS) has actually been thinking 
about the same thing and was hoping to use PSAs and Instagram tools with celebrities, 
including Rap Groups with whom | have already engaged, as you have suggested. We should 
probably at least let him know what we are doing and get some Department buy in and 
help. Also, we should get the CDC to partner with us since this is part of their mandate. Look 
forward to further discussion and action. 

Best, 
Tony 


Anthony S. Fauci, MD 

Director 

National Institute of Allergy and Infectious Diseases 
Building 31, Room 7A-03 

34 Center Drive, MSC 2520 

National institutes of Health 

Bethesda, MD 20892-2520 


Phone: b6 
FAX: (301) 496-4409 
E-mail: b6 < Caution-mailto: v6 > 


The information in this e-mail and any of its attachments is confidential and may contain sensitive information. it 
should not be used by anyone who is not the original intended recipient. If you have received this e-mail in error 
please inform the sender and delete it from your mailbox or any other storage devices. The National Institute of 
Allergy and Infectious Diseases (NIAID) shall not accept liability for any statements made that are the sender's 
own and not expressly made on behalf of the NIAID by one of its representatives. 


From: Collins, Francis (NIH/OD) [E] b6 
Sent: Wednesday, June 17, 2020 6:54 AM 
To: Tabak, Lawrence (NIH/OD) [E] b6 >; Wolinetz, 
Carrie (NIH/OD) [E] b6 ; Burklow, John (NIH/OD) [E] 
< b6 b6_ >; Myles, Renate (NIH/OD) [E] 
b6 >>; Wholley, David (FNIH) [T] 
Mascola, John (NIH/VRC) [E] 
b6 >; Fauci, Anthony (NIH/NIAID) [E] 


Subject: Public campaign tor vaccine trial enrollment 


Hi Larry, Carrie, John B, Renate, David, John M, and Tony, 
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| spoke with Moncef last night about other things, and raised the issue with him about preparing for a massive campaign 
to enroll as many as 150,000 participants (30,000 for each vaccine) in the vaccine trials that will start in about three 
weeks. The enrollment will be regional (depending on where the virus is actively spreading) and will need to reach out 
to a wide demographic, not just healthy 20- or 30-something college grads. We will particularly want to know whether 
the vaccine prevents serious illness in those at highest risk. 


As far as | can tell, there is not yet an organized plan about how to do this outreach — though it’s possible that the 
companies involved (or their CROs) have already got something going. But this seems like a moment to pull in ideas and 
resources. | would think this would be a great time to enlist the help of celebrities (Tom Hanks, Steph Curry) and trusted 
doctors (Tony Fauci, Jerome Adams, Reed Tuckson, maybe even, gulp, Dr. Oz). Shouldn’t we be putting together a draft 
campaign right now, that could be slotted into the regions where recruitment is needed? 


I'd be interested in your thoughts on this. Then maybe we should pull a group together? 


Francis 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF28414883D0B6996D677257-WHOLLEYD] 

Sent: 6/18/2020 4:49:56 PM. 

To: Woodcock, Janet (FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=9bc3fc3ebfcf4887 9192 169bd7644e29-Janet.Woodc]; Collins, Francis 
(NIH/OD) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 


cc: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4] 
Subject: RE: Urgent Request 


Yes, Janet, anything you can do asap would be great as the ACTIV-1 group is wrestling with this as we speak. 


From: Woodcock, Janet < b6 

Sent: Wednesday, June 17, 2020 3:35 PM 

To: Wholley, David (FNIH) [T] < b6 Collins, Francis (NIH/OD) [E] < b6 
Cc: Adam, Stacey (FNIH) [T] < 6 


Subject: RE: Urgent Request 


| know Martin Landray pretty well and got a letter from him on the details of the hydroxychloroquine arm for the FDA. | 
will contact him. jw 


From: Wholley, David (FNIH) [T] b6 

Sent: Wednesday, June 17, 2020 2:58 PM 

To: Collins, Francis S (NIH) b6 ; Woodcock, Janet b6 > 
Ce: Adam, Stacey J (NIH) < b6 

Subject: Urgent Request 

Importance: High 


Janet and Francis: 
The ACTIV-1 protocol team and NIAID folks on the Protocol Review Committee are doing their best to evaluate the 
dexamethasone announcement from yesterday but they lack access to the data. Would it be possible for either of you 


to get any early information about some of the results that might help them adjust their study design? 


Thanks, 
David 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 2/9/2021 6:45:49 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836bSff4e9988e3770cfc7ee770-tabak!] 


cc; Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d55 1d1d3455eaf14854c83f41d84-freiremc] 
Subject: FW: ACTIV FUNDING RE: USG COVID-19 Therapeutics - ASFR Contract/Budget Prep 


Attachments: Quad Example.pptx 


Hi Francis and Larry: 


Stacey was copied on the attached conversation. Through Stacey, Alan Embry (whom Stacey and | briefed on ACTIV last 
Thursday, at Cliff Lane’s request) has suggested that Francis and Cliff would be most appropriate to brief David Kessler 
on this and asked us to approach you. The suggestion from Kevin’s side so far has been that NIH’s focus be on ACTIV 
Therapeutics. You may already know about this discussion, but | am not sure how aware everyone is of Francis’s recent 
conversations with Dr. Kessler about TX and a wider range of other topics so | am just letting you know in the event this 
is helpful for coordination purposes. Alan is | believe awaiting some guidance on this so he knows how to respond to 
Kevin. 


Thanks, 
David 
From: Bugin, Kevin b6 
Sent: Tuesday, February 9, 2021 12:25 PM 
To: Johnson, Martin S. (NIH/NIAID) [E] < b6 Espinoza, Tasha (NIH/OD) [E] 
b6 Kelly, Andy (NIH/NCATS) [E] < b6 Shapiro, Neil (NIH/OD) [E] 
< b6 Allen, Lina (NIH/NHLBI) [E] b6 ; Embry, Alan (NIH/NIAID) [E] 
b6 >; Adam, Stacey (FNIH) [T] b6 +; Lerner, Andrea (NIH/NIAID) [E] 
b6 
Cc: Roberts, LTC Owen (HHS/IOS) b6 >; Teyhen, Deydre (HHS/IOS) < b6 


Subject: RE: ACTIV FUNDING RE: USG COVID-19 Therapeutics - ASFR Contract/Budget Prep 
Hi all, 
Adding Andrea. 


So, we had an illuminating meeting with ASFR just now and it appears we have some additional guidance to add to the 
below. 


First of all, several urgent items were approved over the weekend: 


mAb/Vaccine co-administration study -- ACTIV 2 (NIAID) Grant/Contract 15: 


mAb/Vaccine co-administration study -- ACTIV 3 (NIAID) Grant/Contract as 
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SARS-CoV-2 Variant monitoring/sequencing (OD/ CDC) Mixed 19 


ACTIV 3 Staffing: Site Support (NIAID) Contract 6 
ACTIV 3 Follow-up medical visits to participants via outside contractor (NIAID) Contract 14 
ACTIV 3 Additional follow up visits (NIAID) Contract Fd 
Gene Synthesis of SARS-CoV-2 Spike Variants (NIAID) Contract 0.7 
ACTIV-2 Outpatient (NIAID) Contract 6 
Generation of real world evidence on use of monoclonal antibodies (NCATS) Contract 9 


There’s no need to cover these items with Quad charts. But, we will include these items in the budget summary with a 
flag for already funded. 


With regards to the Quad charts, it sounds like we should include any details related to prior reviews/approvals of what 
was the Operation Warp Speed structure. I'd link this to the Funding Memos. 


Again, let me know if it would be helpful to discuss this later this week. 


Kevin 


From: Bugin, Kevin 
Sent: Tuesday, February 9, 2021 11:42 AM 


To; Johnson, Martin S (NIH) < b6 Espinoza, Tasha A (NIH) < v6 Kelly, 
Andy D (NIH) b6 Shapiro, Neil K (NIH) < v6 >; Allen, Lina L (NIH) 

b6 >; Embry, Alan C (NIH) b6 Adam, Stacey J (NIH) b6 
Cc: Roberts, Owen (OS) < b6 Teyhen, Deydre (OS) < b6 


Subject: ACTIV FUNDING RE: USG COVID-19 Therapeutics - ASFR Contract/Budget Prep 

Hi all, 

Adding Alan and Stacey to this group. 

As discussed in our meeting yesterday has become clear that we will need to brief Dr. Kessler on the ongoing ACTIV trials 
and the funding requirements (past, eminent, and future). It is also clear that the Operation (and HHS) wants the 


owners/executors of those funds to do the briefing. Owen and | will support you from the Operation with organizing and 
preparing, but NIH will need to take the lead. Perhaps we could have Francis and Cliff present? This would be more peer- 
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to-peer for David and might have a higher probability of success. The other option is Alan to present, but I’m not sure if 
David knows him. 


As far as what will be needed for the briefing. 

1, We will need a slide to overview the ACTIV trials so Dr. Kessler has context. | believe Stacey has something fit 
for this purpose. We already give Dr. Kessler updates on status so no need to spend time on current site 
activations and enrollment, But, we should make clear the target enrollment and end dates for trials and/or 
agents. 

2. We will need a slide summarizing the budget for the ACTIV trials. Again, past, urgent needs, and future needs. | 
am working with the Operation BCG team to create summary slides on our budget based based off of today’s 
(Feb 9) ASFR tracker. So, | think we'll have something on the ACTIV trials that you can review and validate. 

3. Then we will need a Quad Chart slide for each urgent need. Let’s try to roll things up for each ACTIV trial where 
possible. I’d break out sub-studies (ie, the Vx/mAb sub-studies) as their own quad chart. A template for this 
chart is attached. 


| suggest we develop quad charts for everything that we still need and will need in the next 4-6 weeks. This way we can 
give ourselves a buffer. 


As for timing, | will help to organize but | need to know how long items 1-3 will take us. | think 1 and 2 can be done this 
week, But, not sure about the quad charts. Perhaps we can shoot for late next week? 


Neil, | think we should include the funding for the ACTIV/SIG variant funding program, so if you can develop a quad chart 
for that item that would be great. 


Alan, do you want to take the lead in determining who from NIH would de this brief? 


Let me know if it would be helpful to talk through the plan and I'll try to find some time for us to talk later this week. 
Thanks, 


Kevin 


eae Original Appointment----- 

From: Bugin, Kevin 

Sent: Wednesday, January 27, 2021 9:09 AM 

To: Bugin, Kevin; Johnson, Martin S (NIH); Espinoza, Tasha A (NIH); Kelly, Andy D (NIH); Shapiro, Neil K (NIH); Allen, Lina L 
(NIH); Roberts, Owen (OS) 

Subject: USG COVID-19 Therapeutics - ASFR Contract/Budget Prep 

When: Monday, February 8, 2021 11:00 AM-11:30 AM (UTC-05:00) Eastern Time (US & Canada). 

Where: WebEx 


Purpose: review ASFR tracker and necessary updates in advance of Tuesday therapeutics meetings. 


When it's time, join your Webex meeting here. 


More ways to join: 
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Join from the meeting link 


https://fidat webex.cony v6 


Join by meeting number 
Meeting number (access code): b6 
Meeting password: b6 


Tap to ioin from a mobile device (attendees only) 


US Toll 
US Toll Free 
Join by phone 
b6 US Toll 
b6 US Toll Free 


Global call-in numbers | Toll-free calling restrictions 


If you are a host, click here to view host information. 


Need help? Go to htips://help.webex.com 
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From: Tabak, Lawrence (NIH/OD) (E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=02E22836B5FF4E9988E3770CFC7EE770-TABAKL] 


Sent: 2/9/2021 7:36:03 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

Subject: FW: ACTIV FUNDING RE: USG COVID-19 Therapeutics - ASFR Contract/Budget Prep 


Attachments: Quad Example.pptx 


Did you know about all these projects? 


From: "Wholley, David (FNIH) [T]" < b6 

Date: Tuesday, February 9, 2021 at 1:45 PM 

To: Francis Collins < b6 "Tabak, Lawrence (NIH/OD) [E]" < b6 
Ce: "Freire, Maria (FNIH) [T]" < b6 


Subject: FW: ACTIV FUNDING RE: USG COVID-19 Therapeutics - ASFR Contract/Budget Prep 


Hi Francis and Larry: 


Stacey was copied on the attached conversation. Through Stacey, Alan Embry (whom Stacey and | briefed on ACTIV last 
Thursday, at Cliff Lane’s request) has suggested that Francis and Cliff would be most appropriate to brief David Kessler 
on this and asked us to approach you. The suggestion from Kevin's side so far has been that NIH’s focus be on ACTIV 
Therapeutics. You may already know about this discussion, but | am not sure how aware everyone is of Francis’s recent 
conversations with Dr. Kessler about TX and a wider range of other topics so | am just letting you know in the event this 
is helpful for coordination purposes. Alan is | believe awaiting some guidance on this so he knows how to respond to 
Kevin, 


Thanks, 

David 

From: Bugin, Kevin b6 

Sent: Tuesday, February 9, 2021 12:25 PM 

To: Johnson, Martin S. (NIH/NIAID) [E] v6 Espinoza, Tasha (NIH/OD) [E] 

< b6 Kelly, Andy (NIH/NCATS) [E] b6 Shapiro, Neil (NIH/OD) [E] 
b6 >; Allen, Lina (NIH/NHLBI) [E] < b6 : Embry, Alan (NIH/NIAID) [E] 
b6 >; Adam, Stacey (FNIH) [T] b6 Lerner, Andrea (NIH/NIAID) [E] 
b6 , 

Ce: Roberts, LTC Owen (HHS/IOS) b6 ; Teyhen, Deydre (HHS/IOS) < b6 


Subject: RE: ACTIV FUNDING RE: USG COVID-19 Therapeutics - ASFR Contract/Budget Prep 
Hi all, 
Adding Andrea. 


So, we had an illuminating meeting with ASFR just now and it appears we have some additional guidance to add to the 
below. 


First of all, several urgent items were approved over the weekend: 
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mAb/Vaccine co-administration study -- ACTIV 2 (NIAID) Grant/Contract 15 


mAb/Vaccine co-administration study -- ACTIV 3 (NIAID) Grant/Contract 15) 
SARS-CoV-2 Variant monitoring/sequencing (OD/ CDC) Mixed 19 
ACTIV 3 Staffing: Site Support (NIAID) Contract 6 
ACTIV 3 Follow-up medical visits to participants via outside contractor (NIAID) Contract 14 
ACTIV 3 Additional follow up visits (NIAID) Contract 7 
Gene Synthesis of SARS-CoV-2 Spike Variants (NIAID) Contract 0.7 
ACTIV-2 Outpatient (NIAID) Contract 6 
Generation of real world evidence on use of monoclonal antibodies (NCATS) Contract 9 
lready funded. 


With regards to the Quad charts, it sounds like we should include any details related to prior reviews/approvals of what 
was the Operation Warp Speed structure. I’d link this to the Funding Memos. 


Again, let me know if it would be helpful to discuss this later this week. 


Kevin 


From: Bugin, Kevin 
Sent: Tuesday, February 9, 2021 11:42 AM 


To: Johnson, Martin $ (NIH) < v6 >; Espinoza, Tasha A (NIH) < b6 Kelly, 
Andy D (NIH) b6 Shapiro, Neil K (NIH) b6 ; Allen, Lina L (NIH) 

b6 ; Embry, Alan C (NIH) b6 >; Adam, Stacey J (NIH) b6 
Cc; Roberts, Owen (OS) b6 Teyhen, Deydre (OS) v6 


Subject: ACTIV FUNDING RE: USG COVID-19 Therapeutics - ASFR Contract/Budget Prep 


Hi all, 
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Adding Alan and Stacey to this group. 


As discussed in our meeting yesterday has become clear that we will need to brief Dr. Kessler on the ongoing ACTIV trials 
and the funding requirements (past, eminent, and future). It is also clear that the Operation (and HHS) wants the 
owners/executors of those funds to do the briefing. Owen and | will support you from the Operation with organizing and 
preparing, but NIH will need to take the lead. Perhaps we could have Francis and Cliff present? This would be more peer- 
to-peer for David and might have a higher probability of success. The other option is Alan to present, but I’m not sure if 
David knows him. 


As far as what will be needed for the briefing. 

1. We will need a slide to overview the ACTIV trials so Dr. Kessler has context. | believe Stacey has something fit 
for this purpose. We already give Dr. Kessler updates on status so no need to spend time on current site 
activations and enrollment. But, we should make clear the target enrollment and end dates for trials and/or 
agents. 

2. We will need a slide summarizing the budget for the ACTIV trials. Again, past, urgent needs, and future needs. | 
am working with the Operation BCG team to create summary slides on our budget based based off of today’s 
(Feb 9) ASFR tracker. So, | think we’ll have something on the ACTIV trials that you can review and validate. 

3. Then we will need a Quad Chart slide for each urgent need. Let's try to roll things up for each ACTIV trial where 
possible. I’d break out sub-studies (ie, the Vx/mAb sub-studies) as their own quad chart. A template for this 
chart is attached. 


| suggest we develop quad charts for everything that we still need and will need in the next 4-6 weeks. This way we can 
give ourselves a buffer. 


As for timing, | will help to organize but | need to know how long items 1-3 will take us. | think 1 and 2 can be done this 
week, But, not sure about the quad charts. Perhaps we can shoot for late next week? 


Neil, | think we should include the funding for the ACTIV/SIG variant funding program, so if you can develop a quad chart 
for that item that would be great. 


Alan, do you want to take the lead in determining who from NIH would do this brief? 


Let me know if it would be helpful to talk through the plan and I'll try to find some time for us to talk later this week. 
Thanks, 


Kevin 


esl Original Appointment----- 

From: Bugin, Kevin 

Sent: Wednesday, January 27, 2021 9:09 AM 

To: Bugin, Kevin; Johnson, Martin S (NIH); Espinoza, Tasha A (NIH); Kelly, Andy D (NIH); Shapiro, Neil K (NIH); Allen, Lina L 
(NIH); Roberts, Owen (OS) 

Subject: USG COVID-19 Therapeutics - ASFR Contract/Budget Prep 

When: Monday, February 8, 2021 11:00 AM-11:30 AM (UTC-05:00) Eastern Time (US & Canada). 

Where: WebEx 


Purpose: review ASFR tracker and necessary updates in advance of Tuesday therapeutics meetings. 


Do nat 


When it's time, join your Webex meeting here. 


COLLO0000018007 


More ways to join: 


Join from the meeting link 
https://fdat.webex. b6 


Join by meeting number 
Meeting number (access code): b6 
Meeting password: b6 


Tap to ioin from a mobile device (attendees only) 
bs US Toll 
US Toll Free 


Join by phone 
b6 US Toll 


US Toll Free 
Global call-in numbers | Toll-free calling restrictions 


If you are a host, click here to view host information. 


Need help? Go to https://help.webex.com 
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From: Lorsch, Jon (NIH/NIGMS) [E} [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=BE9D3C649A724857811D44B495D9CE45-LORSCHJR] 

Sent: 1/14/2021 8:14:16 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Collins, Francis (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

cc: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4); McGuirl, Michele 
(NIH/NIGMS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9475c4c48bae4a8194c697f724d29875-mcguirlma]; Lei, Ming (NIH/NIGMS) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8a7d3370cb6747939b4030b3805 79c6b-leim] 

Subject: Re: WV and ACTIVs update 


Flag: Follow up 


Many thanks, David. | know you are caught in the middle here and Stacey has been terrific trying to facilitate all of this. 


() (4), (b) (5) 


©.) please let us know. 


Jon 

From: "Wholley, David (FNIH) [T]" < b6 

Date: Thursday, January 14, 2021 at 10:41 AM 

To: "Lorsch, Jon (NIH/NIGMS) [E]" < b6 "Collins, Francis (NIH/OD) [E]" < b6 
Cc; "Adam, Stacey (FNIH) [T]" < b6 "“McGuirl, Michele (NIH/NIGMS) [E]" 

< b6 


Subject: RE: WV and ACTIVs update 


Hi Jon, 


() (4). &) ) 


As of yesterday we had only received follow up from the ACTIV-2 team (NIAID/PPD), but decided we should share that 
back to your through Francis given the urgency of your request. The problem was that for some reason in my note to 
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Francis | completely omitted the fact that the data we were conveying was only from ACTIV-2. This was totally my fault, 
not Francis’s, and | apologize for the ensuing confusion it caused. 


With regard to ACTIV-2, Stacey Adam on my staff has been working with the NIAID folks and with Michele McGuirl on 
your staff—who has been terrific—and we believe we have identified the cause of the discrepancies in reporting on the 
status of ACTIV-2 participation at the West Virginia site, which you had specifically highlighted in your last email. PPD 
tracks sites by Pl names, since an organization can have multiple sites with multiple Pls. It turns out that the main PI at 
WVU site listed in your system, Sally Hodder, is not the same as that listed in PPD’s system, Hannah Hazzard- 

Jenkins. Michele has been able to confirm that Sally has delegated ACTIV-2 to Hannah, and the trial is in fact open at 
WVU, but with Hannah leading. 


Asa result of this we went back to PPD and reconfirmed with them the information we received regarding ACTIV-2. We 
have confirmed the current status of the IdEA sites with respect to the ACTIV-2 Trial only as follows: 
© Lsite is currently active and recruiting 
© University of Puerto Rico— Jorge Santana (NIGMS and PPD data agrees on this) 
(®) (4). () (S) 


e = 1 site is participating but under a different PI 
o West Virginia Clinical and Translational Research — Sally Hodder is not participating, but one of her junior 
Pls is leading the ACTIV-2 trial at their site. 
(&) ). &) (5) 


| have copied Michele and Stacey in case | have missed something and there are any further corrections to this list. 

We are still following up with the other ACTIV trials, in particular the ACTIV-4 team--who uses a completely different 
CRO, Parexel--to get information on the status of IdEA sites there. | have personally asked Amy Patterson at NHLBI for 
help on that. 

Again, | want to emphasize our thanks for all the effort you and your team has put forward to help us get the IDeA sites 
involved in the trials and apologize for how difficult it has been to get this information. | do know the teams have been 
very grateful to be able to engage with the network, and the NIAID team especially sends their thanks. 


Please let me know if we need to discuss further. 


David 


From: Lorsch, Jon (NIH/NIGMS) [E] < b6 
Sent: Thursday, January 14, 2021 6:10 AM 
To: Collins, Francis (NIH/OD) [E] < v6 Wholley, David (FNIH) [T] < b6 
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Cc: Adam, Stacey (FNIH) [T]< b6 
Subject: FW: WV and ACTIVs update 


Francis, David, 


0) 6) 
Jon 
From: "McGuirl, Michele (NIH/NIGMS) [E]" < b6 
Date: Wednesday, January 13, 2021 at 5:36 PM 
To: "Adam, Stacey (FNIH) [T]" b6 
Cc: "Lei, Ming (NIH/NIGMS) [E]" b6 “Lorsch, Jon (NIH/NIGMS) [E]" b6 


Subject: WV and ACTIVs update 


From Sally: All but ACTIV-3 are the result of NIGMS & CTR efforts. 
Michele 


Activ 1: Plis Dr. Becky Reece. CTA has been back and forth — Anticipate WVU to sign this week. Trial can then open 
next week ~ we have trial drug. 


Activ 2: Plis Dr. Hannah Hazard-Jenkins. Are almost ready to open Version 2, however, awaiting drug and signing of 
CTA. IRB approved. Version 3 just came through today and now includes an inhaled drug for 2 weeks and an oral drug as 
well as multiple monoclonals administered via IV infusion. Each of these drugs has slightly different CRFs. There is an 
informed consent for each of the potential drugs that a patient may be assigned to —i.e., >50 pages that potential 
participants must read through and sign. At some point, trial efficiency needs to be balanced against the burden on 
potential participants and the complexity of trial conduct for site personnel. 


Activ 3: Plis Dr. Badwahr (This trial came through the CT surgery trials network and was open in October but then put 
on hold from NIH). Reopened about 2 weeks ago - (b) (5) 


Activ 4a: Plis Dr. Sharma. {t is opening to enrollment today 


Activ 4b; co-Pis: Drs. Lewis and Hodder. Redlined CTA just back yesterday from Pitt. We are awaiting CTA 
signature, IRB approved 


Activ 4c: Pl~ Dr. Krupica. We submitted feasibility survey 1 week ago and have not heard back if we have been site 
selected. 


Activ 5: Pl - Dr. Becky Reece CTA has been back and forth — we anticipate WVU signing this week. We have drug and IRB 
approval - will open as soon as CTA signed. 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 


Sent: 6/15/2020 8:10:30 PM. 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

ce: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e 1cf101c0943414-adamsj4]; Menetski, Joseph (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc42a427ea3d34f1e072f8cb7-menetskijp]; Tountas, Karen (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6fLe46f5b750753cd5a14f93-tountaskh]; Santos, Michael (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=ab38cb6836de44e 18ef4cc6952f65f80-santosmr]; Elsaid, Olivia 
[ b6 Gonzalez, Nina [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; Melencio, Cheryl (FNIH) [T] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; 
Wood, Gretchen (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8bSd1e0e1a8f76c1f-woodgs] 

Subject: ACTIV 6.17 Executive Committee Meeting 20200615 v1.pptx 

Attachments: ACTIV 6.17 Executive Committee Meeting 20200615 v1.pptx 


Hi Francis: 
This is for our pre-call. Thanks, David 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 


(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 


Sent: 6/21/2020 2:08:45 PM. 

To: Austin, Christopher (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e5967 78304f781f-austinc] 

ce: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 


[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabakl]; Freire, Maria (FNIH) [T] 


[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d55 1d1d3455eaf14854c83f41d84-freiremc] 
Subject: RE: Costs for maintaining ACTIV clinical and preclinical databases and browsers 


This is great, Chris, and thanks very much for going to the trouble of doing this. (b) (4), (b) (5) 


(b) (4). (®) (5) 


David 

From: Austin, Christopher (NIH/NCATS) [E] < b6 

Sent: Saturday, June 20, 2020 4:51 PM 

To: Wholley, David (FNIH) [T] < bé 

Ce: Collins, Francis (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 


Subject: Costs for maintaining ACTIV clinical and preclinical databases and browsers 
Importance: High 


Hi David, 
(b) (4), (b) (5) 


There are many details and caveats that went into these calculations, which | would be happy to go over at any time but 


am guessing are not needed at this point. In case background is desired, see the enclosed Word doc. 
Best, 


Chris 


COLLO0000018051 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 2/9/2021 11:28:22 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl] 


cc; Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc] 
Subject: RE: ACTIV FUNDING RE: USG COVID-19 Therapeutics - ASFR Contract/Budget Prep 


That is something | assume you will take up with Cliff and Alan, yes? 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Tuesday, February 9, 2021 4:00 PM 

To: Wholley, David (FNIH) [T] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 
Ce: Freire, Maria (FNIH) [T] < b6 

Subject: RE: ACTIV FUNDING RE: USG COVID-19 Therapeutics - ASFR Contract/Budget Prep 


lam happy to do the presentation along with Cliff. (b) (4). (b) (5). 
(b) (4). (b) (5) 


Francis 

From: Wholley, David (FNIH) [T] bé6 

Sent: Tuesday, February 9, 2021 1:46 PM 

To: Collins, Francis (NIH/OD) [E] b6 >; Tabak, Lawrence (NIH/OD) [E] < b6 
Ce: Freire, Maria (FNIH) [T] b6 


Subject: FW: ACTIV FUNDING RE: USG COVID-19 Therapeutics - ASFR Contract/Budget Prep 
Importance: High 


Hi Francis and Larry: 


Stacey was copied on the attached conversation. Through Stacey, Alan Embry (whom Stacey and | briefed on ACTIV last 
Thursday, at Cliff Lane’s request) has suggested that Francis and Cliff would be most appropriate to brief David Kessler 
on this and asked us to approach you. The suggestion from Kevin's side so far has been that NIH’s focus be on ACTIV 
Therapeutics. You may already know about this discussion, but | am not sure how aware everyone is of Francis’s recent 
conversations with Dr. Kessler about TX and a wider range of other topics so | am just letting you know in the event this 
is helpful for coordination purposes. Alan is | believe awaiting some guidance on this so he knows how to respond to 
Kevin. 

Thanks, 

David 


From: Bugin, Kevin < b6 
Sent: Tuesday, February 9, 2021 12:25 PM 
To: Johnson, Martin S. (NIH/NIAID) [E] b6 >; Espinoza, Tasha (NIH/OD) [E] 


COLL0000018053 


b6 >; Kelly, Andy (NIH/NCATS) [E] b6 Shapiro, Neil (NIH/OD) [E] 


b6 ; Allen, Lina (NIH/NHLBI) [E] b6 Embry, Alan (NIH/NIAID) [E] 
< b6 Adam, Stacey (FNIH) [T] < b6 Lerner, Andrea (NIH/NIAID) [E] 
bé 
Ce: Roberts, LTC Owen (HHS/IOS) b6 >; Teyhen, Deydre (HHS/IOS) v6 


Subject: RE: ACTIV FUNDING RE: USG COVID-19 Therapeutics - ASFR Contract/Budget Prep 
Hi all, 
Adding Andrea. 


So, we had an illuminating meeting with ASFR just now and it appears we have some additional guidance to add to the 
below. 


First of all, several urgent items were approved over the weekend: 


mAb/Vaccine co-administration study -- ACTIV 2 (NIAID) Grant/Contract 15) 
mAb/Vaccine co-administration study -- ACTIV 3 (NIAID) Grant/Contract 1s 
SARS-CoV-2 Variant monitoring/sequencing (OD/ CDC) Mixed 19 
ACTIV 3 Staffing: Site Support (NIAID) Contract 6 
ACTIV 3 Follow-up medical visits to participants via outside contractor (NIAID) Contract 14 
ACTIV 3 Additional follow up visits (NIAID) Contract 7 
Gene Synthesis of SARS-CoV-2 Spike Variants (NIAID) Contract 0.7 
ACTIV-2 Outpatient (NIAID) Contract 6 
Generation of real world evidence on use of monoclonal antibodies (NCATS) Contract 9 


There's no need to cover these items with Quad charts. But, we will include these items in the budget summary with a 
flag for already funded. 


With regards to the Quad charts, it sounds like we should include any details related to prior reviews/approvals of what 
was the Operation Warp Speed structure. I’d link this to the Funding Memos. 
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Again, let me know if it would be helpful to discuss this later this week. 


Kevin 


From: Bugin, Kevin 
Sent: Tuesday, February 9, 2021 11:42 AM 


To: Johnson, Martin S (NIH) b6 : Espinoza, Tasha A (NIH) b6 Kelly, 
Andy D (NIH) b6 Shapiro, Neil K (NIH) b6 >; Allen, Lina L (NIH) 

b6 ; Embry, Alan C (NIH) b6 ; Adam, Stacey J (NIH) <b 
Ce: Roberts, Owen (OS) b6 >; Teyhen, Deydre (OS) v6 


Subject: ACTIV FUNDING RE: USG COVID-19 Therapeutics - ASFR Contract/Budget Prep 
Hi all, 
Adding Alan and Stacey to this group. 


As discussed in our meeting yesterday has become clear that we will need to brief Dr. Kessler on the ongoing ACTIV trials 
and the funding requirements (past, eminent, and future). It is also clear that the Operation (and HHS) wants the 
owners/executors of those funds to do the briefing. Owen and | will support you from the Operation with organizing and 
preparing, but NIH will need to take the lead. Perhaps we could have Francis and Cliff present? This would be more peer- 
to-peer for David and might have a higher probability of success. The other option is Alan to present, but I’m not sure if 
David knows him. 


As far as what will be needed for the briefing. 

1, We will need a slide to overview the ACTIV trials so Dr. Kessler has context. | believe Stacey has something fit 
for this purpose. We already give Dr. Kessler updates on status so no need to spend time on current site 
activations and enrollment. But, we should make clear the target enrollment and end dates for trials and/or 
agents. 

2. We will need a slide summarizing the budget for the ACTIV trials. Again, past, urgent needs, and future needs. | 
am working with the Operation BCG team to create summary slides on our budget based based off of today’s 
(Feb 9) ASFR tracker. So, | think we'll have something on the ACTIV trials that you can review and validate. 

3. Then we will need a Quad Chart slide for each urgent need. Let’s try to roll things up for each ACTIV trial where 
possible. I’d break out sub-studies (ie, the Vx/mAb sub-studies) as their own quad chart. A template for this 
chart is attached. 


| suggest we develop quad charts for everything that we still need and will need in the next 4-6 weeks. This way we can 
give ourselves a buffer. 


As for timing, | will help to organize but | need to know how long items 1-3 will take us. | think 1 and 2 can be done this 
week, But, not sure about the quad charts. Perhaps we can shoot for late next week? 


Neil, | think we should include the funding for the ACTIV/SIG variant funding program, so if you can develop a quad chart 
for that item that would be great. 


Alan, do you want to take the lead in determining who from NIH would do this brief? 


Let me know if it would be helpful to talk through the plan and I'll try to find some time for us to talk later this week. 
Thanks, 


Kevin 
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sooo Original Appointment----- 

From: Bugin, Kevin 

Sent: Wednesday, January 27, 2021 9:09 AM 

To: Bugin, Kevin; Johnson, Martin S (NIH); Espinoza, Tasha A (NIH); Kelly, Andy D (NIH); Shapiro, Neil K (NIH); Allen, Lina L 
(NIH); Roberts, Owen (OS) 

Subject: USG COVID-19 Therapeutics - ASFR Contract/Budget Prep 

When: Monday, February 8, 2021 11:00 AM-11:30 AM (UTC-05:00) Eastern Time (US & Canada). 

Where: WebEx 


Purpose: review ASFR tracker and necessary updates in advance of Tuesday therapeutics meetings. 


6 


When it's time, join your Webex meeting here. 


More ways to join: 


Join from the meeting link 
https://fdat .webex.convfdab 


Join by meeting number 
Meeting number (access code): b6 
Meeting password: b6 


Tap to join from amoblle device (attendees only) 
6 


US Toll 
US Toll Free 
Join by phone 
b6 US Toll 
b6 US Toll Free 


Global call-in numbers | Toll-free calling restrictions 


If you are a host, click here to view host information. 


Need help? Go to https://help.webex.com 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 


Sent: 6/22/2020 2:00:08 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

ce: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e 1cf101c0943414-adamsj4]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d55 1d1d3455eaf14854c83f41d84-freiremc] 


Subject: FW: gates study 

fyi 

From: Woodcock, Janet < b6 
Sent: Monday, June 22, 2020 8:42 AM 

To: Wholley, David (FNIH) [T] < b6 


Subject: RE: gates study 


Thanks, | did not know. jw 


From: Wholley, David (FNIH) [T] b6 oo 
Sent: Monday, June 22, 2020 8:36 AM 
To: Woodcock, Janet b6 


Subject: gates study 


Janet, 


(b) (4). (b) (5) 


(b) (4). () (5) Thanks, David 


David Wholley 

Senior Vice-President, Research Partnerships 

Foundation for the National Institutes of Health 
b6 


OL 


11400 Rockville Pike Suite 600 Noxth Bethesda, MD 20852 


In 2019, the FNIH earned the highest rating from Charity Navigator for the fifth consecutive year and was recognized 
as an organization that execeds industry standards. 
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From: Corey MD, Larry | b6 


Sent: 6/23/2020 3:31:51 PM 

To: Santos, Michael (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e 18ef4cc6952f65f80-santosmr] 

cc: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 
Subject: FW: Follow up 


Francis and Michael 


(b) (4). (®) (5) 


From: Ben Hindson < b6 
Sent: Tuesday, June 23, 2020 8:02 AM 
To: Corey MD, Larry < b6 
Cc: Serge Saxonov < b6 


Subject: Follow up 
Hi Larry, 


Thanks for your time yesterday and sharing your insights. (b) (4), (b) (5) 
(b) (4), (b) (5) 


Let me know if you would like something more formal, or other recommendations on next steps, 
Best regards, 


Ben 


Ben Hindson 


Mobile b6 
6230 Stoneridge Mall Road 
Pleasanton, CA 94588-3260 10xgenomics.com 
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From: Ben Hindson < b6 

Sent: Tuesday, June 23, 2020 8:02 AM 

To: Corey MD, Larry < b6 

Ce: Serge Saxonov < b6 

Subject: Follow up 

Hi Larry, 

Thanks for your time yesterday and sharing your insights. (b) (4). (b) (5) 
(&) (4), (&) ) 


Let me know if you would like something more formal, or other recommendations on next steps, 
Best regards, 
Ben 


Ben Hindson 
Co-founder and 
b6 


Mobile b6 
6230 Stoneridge Mal! Road 
Pleasanton, CA 94588-3260 10xgenomics.com 


2. 
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From: Santos, Michael (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AB38CB6836DE44E 18EF4CC6952F65F80-SANTOSMR] 


Sent: 6/23/2020 7:07:09 PM. 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

Lg Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]) 


Subject: RE: Follow up 

Flag: Follow up 

Hi Francis, 

| had a similar perspective to yours. (&) 4). &) ) 


() (4). (b) (5) 


Best regards, 
Mike 


Michael Santos, PhD 
Associate Vice President, Science | Foundation for the National Institutes of Health 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Tuesday, June 23, 2020 2:59 PM 

To: Wholley, David (FNIH) [T] < b6 

Cc; Santos, Michael (FNIH) [T] < b6 Adam, Stacey (FNIH) [T] < b6 


Subject: FW: Follow up 


See below. ©) @). (&) () 
(b) (4), (b) (5) 


FC 


From: Corey MD, Larry < b6 

Sent: Tuesday, June 23, 2020 11:32 AM 

To: Santos, Michael (FNIH) [T] < b6 
Ce: Collins, Francis (NIH/OD) [E] < b6 
Subject: FW: Follow up 


Francis and Michael 


(b) (4). (&) 5) 


COLLO0000018085 


) A). ©) ©) 


From: Ben Hindson < b6 
Sent: Tuesday, June 23, 2020 8:02 AM 
To: Corey MD, Larry < b6 
Cc: Serge Saxonov < b6 


Subject: Follow up 
Hi Larry, 


Thanks for your time yesterday and sharing your insights. (b) (4). (b) (5). 
(b) 4), &) ) 


Let me know if you would like something more formal, or other recommendations on next steps, 
Best regards, 


Ben 


Ben Hindson 
under and ¢ 


ben@10xgenomies.com 


Mobile b6 
6230 Stoneridge Mall Road 
Pleasanton, CA 94588-3260 410xgenomics.com 


mere 


[EB Pa 


From: Ben Hindson < b6 
Sent: Tuesday, June 23, 2020 8:02 AM 
To: Corey MD, Larry < 
Cc: Serge Saxonov < 
Subject: Follow up 


b6 
b6 


Hi Larry, 


Thanks for your time yesterday and sharing your insights. (b) @). (6) GS) 
(6) @), &) GS) 


Let me know if you would like something more formal, or other recommendations on next steps, 


COLLO0000018085 


Best regards, 


Ben 


Ben Hindson 
Co-founder and Chief Sci 


ben@10xgenomics.com 


Mobile b6 


6230 Stoneridge Mall Road 
Pleasanton, CA 94588-3260 10xgenomics.com 


fic Officer 
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From: Santos, Michael (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=AB38CB6836DE44E 18EF4CC6952F65F80-SANTOSMR] 


Sent: 6/23/2020 7:53:58 PM. 
To: Josie Briggs b6 
cc: Nakela Cook [ bé6 Lauer, Michael (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=90fe9cae30c64cfbb6 7abd568e882796-lauerm]; Mascola, John (NIH/VRC) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7f78b40a596b4ca4a2850a429d 1ae3f2-jmascola]; Collins, Francis (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 


Subject: RE: Vaccine trials and the PCORI's HERO Health Care Worker Registry 
Flag: Follow up 
Dear Josie, 


Thank you for connecting on this opportunity. | support the ACTIV Vaccines Working Group, and John and | will ensure 
that you're connected with the right people implementing the trials. 


Best regards, 
Mike 


Michael Santos, PhD 
Associate Vice President, Science | Foundation for the National Institutes of Health 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Tuesday, June 23, 2020 2:49 PM 

To: Josie Briggs < b6 

Cc: Nakela Cook < b6 Lauer, Michael (NIH/OD) [E] < b6 Santos, Michael (FNIH) [T] 
q b6 Santos, Michael (FNIH) [T] < b6 Mascola, John (NIH/VRC) [E] 

< b6 


Subject: RE: Vaccine trials and the PCORI's HERO Health Care Worker Registry 
Hi Josie, 


Thanks for reaching out. It’s great to hear that HERO participants might be potentially available for vaccine 
trials. I'm looping in David Wholley and Mike Santos (FNIH) and John Mascola (NIAID). 


Francis 

From: Josie Briggs < b6 

Sent: Tuesday, June 23, 2020 10:51 AM 

To: Collins, Francis (NIH/OD) [E] < b6 

Cc: Nakela Cook bé6 >; Lauer, Michael (NIH/OD) [E] b6 


Subject: Vaccine trials and the PCORI's HERO Health Care Worker Registry 


Greetings Francis, 
Just off the phone with Mike Lauer. He prompts me to contact you directly. 
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PPCORI’s has a robust Health Care Worker Registry- HERO - of individuals interested in participating in COVID-19 trials. 
15,000 participants, so far — and growing. We think the interest in vaccine trials will be strong — and we are eager to 
form the right connections with ACTIV and others so that this work by PCORnet can be put to good use. 


Let me know who is the best connection. 
Josie 


COLL0000018086 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 


Sent: 6/24/2020 2:30:02 PM. 

To: Lane, Cliff (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane] 

(ley Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938eS0d2ff0b6c2-collinsf] 
Subject: FW: NIAID HiVig trial 


Hi Cliff - fyi 

From: Woodcock, Janet < v6 
Sent: Wednesday, June 24, 2020 9:33 AM 
To: Wholley, David (FNIH) [T] < b6 


Subject: RE: NIAID HiVig trial 
(b) (4). (&) (5) 


(b) (4), (b) (5) jw 
From: Wholley, David (FNIH) [T] b6 
Sent: Wednesday, June 24, 2020 8:36 AM 
To: Woodcock, Janet b6 
Subject: NIAID HiVig trial 
Hi Janet — (&) (5) 
(b) (S) 
(b) (5) | hope this is helpful. 


Dayid Wholley 

Senior Vice-President, Research Partnershi 

Foundation for the National Institutes of Health 
b6 

fnih.org 

11400 Rockville Pike Suite 600 North Bethesda, MD 20852 


In 2019, the NIA earned the highest rating from Charity Navigator for the fifth consecutive year and was recognized 


as un organization that exceeds industry standards. 
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From: Myles, Renate (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=7D317F5626934585B369 2A 1823C18522-MYLESR] 

Sent: 6/24/2020 3:32:08 PM. 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Burklow, John (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2e57f267323b43cO08be856acb5b964ca-burklowj]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak|] 

Subject: RE: anticoag trial?/ update 


Flag: Follow up 


That’s great news. | know NHLBI comms is working on a release. 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Wednesday, June 24, 2020 8:52 AM 

To: Myles, Renate (NIH/OD) [E] < b6 Burklow, John (NIH/OD) [E] < b6 Wholley, 
David (FNIH) [T] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 


Subject: FW: anticoag trial?/ update 


See response below from Gary about ACTIV-4. Sounds like we should plan for announcement the week of July 
6, 


FC 


From: Gibbons, Gary (NIH/NHLBI) [E] b6 
Sent: Wednesday, June 24, 2020 8:16 AM 

To: Collins, Francis (NIH/OD) [E] b6 
Subject: Re: anticoag trial?/ update 

Hi Francis, 


Thanks for your note and support for ACTIV-4. 
(b) (4). (&) (5) 
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(6) 4). &) ) 


| hope this note provides an adequate update/status report. Please let me know if you have more specific questions or 
concerns. 


Best regards, 


Gary 

From: "Collins, Francis (NIH/OD) [E]" b6 
Date: Tuesday, June 23, 2020 at 7:51:53 AM 

To: "Gibbons, Gary (NIH/NHLBI) [E]" b6 


Subject: anticoag trial? 


Hi Gary, 
(b) 6) 


Francis 
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From: Josie Briggs b6 


Sent: 6/24/2020 7:10:48 PM. 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

Subject: RE: Vaccine trials and the PCORI's HERO Health Care Worker Registry 


Thanks, Francic- 
You asked the right tough question about the HERO HCQ trial. The investigators and the DSMB are expected to finalize 
the approach this week. | didn’t comment — (b) (4). (&) (5) 

(b) (4). (©) (5) 


(6) (4). (&) () 


As you know — well performed negative studies also matter. 


Thanks for the names to connect for the vaccine trials. Hope PCORnet can be of value for this. 


Josie 

From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Tuesday, June 23, 2020 2:49 PM 

To: Josie Briggs < b6 

Ce: Nakela Cook < b6 Lauer, Michael (NIH/OD) [E] < b6 Santos, Michael (FNIH) [T] 
< b6 Santos, Michael (FNIH) [T] < b6 Mascola, John (NIH/VRC) [E] 

< b6 


Subject: RE: Vaccine trials and the PCORI's HERO Health Care Worker Registry 
Hi Josie, 


Thanks for reaching out. It’s great to hear that HERO participants might be potentially available for vaccine 
trials. I’m looping in David Wholley and Mike Santos (FNIH) and John Mascola (NIAID). 


Francis 

From: Josie Briggs < b6 

Sent: Tuesday, June 23, 2020 10:51 AM 

To: Collins, Francis (NIH/OD) [E] < b6 

Ce: Nakela Cook b6 >; Lauer, Michael (NIH/OD) [E] b6 


Subject: Vaccine trials and the PCORI's HERO Health Care Worker Registry 


Greetings Francis, 
Just off the phone with Mike Lauer. He prompts me to contact you directly. 


PPCORI’s has a robust Health Care Worker Registry- HERO - of individuals interested in participating in COVID-19 trials. 


15,000 participants, so far — and growing. We think the interest in vaccine trials will be strong — and we are eager to 
form the right connections with ACTIV and others so that this work by PCORnet can be put to good use. 
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Let me know who is the best connection. 
Josie 
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From: Tabak, Lawrence (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=02E22836BS5FF4E9988E3 7 70CFC7EE770-TABAKL] 


Sent: 6/25/2020 9:45:18 PM. 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

Subject: FW: Conversation with Janet Woodcock and Kevin Bugin 

Flag: Follow up 


This is maddening! 


From: "Austin, Christopher (NIH/NCATS) [E]" < b6 

Date: Thursday, June 25, 2020 at 5:42 PM 

To: Francis Collins < b6 "Tabak, Lawrence (NIH/OD) [E]" < b6 

"Wholley, David (FNIH) [T]" < b6é "Freire, Maria (FNIH) [T]" < b6 "Anderson, 

James (NIH/OD) [E]" < b6 "Lane, Cliff (NIH/NIAID) [E]" < b6 

"Parker, Ashley (NIH/OD) [E]" < b6 

Ce: "Kurilla, Michael (NIH/NCATS) [E]" < b6 "Colvis, Christine (NIH/NCATS) [E]" 
b6 "Bozzette, Sam (NIH/NCATS) [E]" < b6 "Rutter, Joni 

(NIH/NCATS) [E]" < b6 

Subject: Conversation with Janet Woodcock and Kevin Bugin 

All, 

My team and | just got off the phone with Janet and Kevin. (b) (4), (b) (5), 


(b) (4). () (5) 


More on our call tomorrow. 


Chris 


COLL0000018115 


Christopher P. Austin, M.D. 
Director 


NIH 


COLLABORATE. INNGQPATL. ACCELIRATE. 


National Center 
for Advancing 
Translational Sciences 


Connect with us!: https://ncats.nih.gov/connect 
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From: Tabak, Lawrence (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=02E 22836B5FF4E9988E3770CFC7EE770-TABAKL] 


Sent: 6/25/2020 10:34:46 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

Subject: Re: Conversation with Janet Woodcock and Kevin Bugin 


Let me take this one off your plate. 
Larry 


From: Francis Collins < b6 

Date: Thursday, June 25, 2020 at 6:29 PM 

To: "Tabak, Lawrence (NIH/OD) [E]" < b6 

Subject: FW: Conversation with Janet Woodcock and Kevin Bugin 


(6) (4). () (5) 


From: Freire, Maria (FNIH) [T] < b6 
Sent: Thursday, June 25, 2020 6:23 PM 
To: Austin, Christopher (NIH/NCATS) [E] < bé 
Ce: Collins, Francis (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 
Wholley, David (FNIH) [T] < b6 Anderson, James (NIH/OD) [E] < b6 Lane, Cliff 
(NIH/NIAID) [E] < b6 Parker, Ashley (NIH/OD) [E] < b6 
Subject: Re: Conversation with Janet Woodcock and Kevin Bugin 
Yes, absolutely, she certainly is in the crossfire. (b) (5) 
(b) (5) Thanks again, M. 
On Jun 25, 2020, at 6:14 PM, Austin, Christopher (NIH/NCATS) [E] b6 wrote: 


| think that is best. She’s clearly under intense pressure from all sides. 


From: Freire, Maria (FNIH) [T] b6 

Sent: Thursday, June 25, 2020 6:06 PM 

To: Austin, Christopher (NIH/NCATS) [E] < b6 

Ce: Collins, Francis (NIH/OD) [E] b6 >; Tabak, Lawrence (NIH/OD) [E] b6 

Wholley, David (FNIH) [T] < b6 >; Anderson, James (NIH/OD) [E] b6 >; Lane, Cliff 
(NIH/NIAID) [E] < b6 Parker, Ashley (NIH/OD) [E] < b6 Kurilla, Michael 
(NIH/NCATS) [E] <i b6 ; Colvis, Christine (NIH/NCATS) [E] < b6 >; Bozzette, Sam 
(NIH/NCATS) [E] b6 Rutter, Joni (NIH/NCATS) [E] b6 


Subject: Re: Conversation with Janet Woodcock and Kevin Bugin 


Thanks Chris. Very helpful. 1’ll reach out to Janet directly, then. M. 


From: "Austin, Christopher (NIH/NCATS) [E]" b6 
Date: Thursday, June 25, 2020 at 6:04:30 PM 
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"Freire, Maria (FNIH) [T]" b6 


Ce: "Collins, Francis (NIH/OD) [E]" b6 “Tabak, Lawrence (NIH/OD) [E]" « b6 >; 
“Wholley, David (FNIH) [T]" b6 “Anderson, James (NIH/OD) [E]" b6 >, "Lane, 
Cliff (NIH/NIAID) [E)" b6 >, “Parker, Ashley (NIH/OD) [E]"b “Kurilla, Michael 
(NIH/NCATS) [E]" b6 >, "Colvis, Christine (NIH/NCATS) [E]" b6 , "Bozzette, 
Sam (NIH/NCATS) [E]" b6 , “Rutter, Joni (NIH/NCATS) [E]" b6 


Subject: RE: Conversation with Janet Woodcock and Kevin Bugin 


(6) 4). &) ) 


From: Freire, Maria (FNIH) [T] b6 

Sent: Thursday, June 25, 2020 5:46 PM 

To: Austin, Christopher (NIH/NCATS) [E] < b6 

Cc: Collins, Francis (NIH/OD) [E] b6 Tabak, Lawrence (NIH/OD) [E] < 6 

Wholley, David (FNIH) [T] < b6 >; Anderson, James (NIH/OD) [E] b6 ; Lane, Cliff 
(NIH/NIAID) [E] < b6 >; Parker, Ashley (NIH/OD) [E] b ; Kurilla, Michael 
(NIH/NCATS) [E] < b6 Colvis, Christine (NIH/NCATS) [E] b6 >; Bozzette, Sam 
(NIH/NCATS) [E] b6 >; Rutter, Joni (NIH/NCATS) [E] b6 


Subject: Re: Conversation with Janet Woodcock and Kevin Bugin 


(b) @), () (5) M. 
On Jun 25, 2020, at 5:42 PM, Austin, Christopher (NIH/NCATS) [E] b6 wrote: 
All, 
My team and | just got off the phone with Janet and Kevin. (b) (4), (b) (5) 


(b) (4), (b) (5) 


COLL0000018118 


More on our call tomorrow. 
Chris 

Christopher P. Austin, M.D. 
Director 


<image001 jpg> 


ih.gov/connect 
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From: Tabak, Lawrence (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=02E 22836B5FF4E9988E3770CFC7EE770-TABAKL] 


Sent: 6/25/2020 11:17:22 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

Subject: Re: Conversation with Janet Woodcock and Kevin Bugin 

Flag: Follow up 


Please try and decompress a bit this evening- if only for a short while. 


Sent from my iPhone 


On Jun 25, 2020, at 6:49 PM, Collins, Francis (NIH/OD) [E] < b6é wrote: 


OK, thanks. |’m a little less patient today than | should be, and | might say things | would regret 
later. 


FC 


From: Tabak, Lawrence (NIH/OD) [E] < b6 

Sent: Thursday, June 25, 2020 6:35 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Subject: Re: Conversation with Janet Woodcock and Kevin Bugin 


Let me take this one off your plate. 
Larry 


From: Francis Collins b6 

Date: Thursday, June 25, 2020 at 6:29 PM 

To: "Tabak, Lawrence (NIH/OD) [E]" <i b6 

Subject: FW: Conversation with Janet Woodcock and Kevin Bugin 


() (4). (&) 6) 


From: Freire, Maria (FNIH) [T] b6 
Sent: Thursday, June 25, 2020 6:23 PM 
To: Austin, Christopher (NIH/NCATS) [E] < b6 
Ce: Collins, Francis (NIH/OD) [E] b6 Tabak, Lawrence (NIH/OD) [E] 

b6 ) Wholley, David (FNIH) [T] b6 ; Anderson, James (NIH/OD) 
{El< b6 Lane, Cliff (NIH/NIAID) [E] < b6 Parker, Ashley 
(NIH/OD) [E] < b6é 


Subject: Re: Conversation with Janet Woodcock and Kevin Bugin 


COLL0000018120 


Yes, absolutely, she certainly is in the crossfire. (b) (5) 
(b) 6) 
(b) (5) Thanks again, M. 
On Jun 25, 2020, at 6:14 PM, Austin, Christopher (NIH/NCATS) [E] v6 > wrote: 


| think that is best. She’s clearly under intense pressure from all sides. 


From: Freire, Maria (FNIH) [T] b6 
Sent: Thursday, June 25, 2020 6:06 PM 
To: Austin, Christopher (NIH/NCATS) [E] < bé 
Ce: Collins, Francis (NIH/OD) [E] b6 Tabak, Lawrence (NIH/OD) [E] 

b6 Wholley, David (FNIH) [T] b6 >; Anderson, James (NIH/OD) 
[E]< b6 Lane, Cliff (NIH/NIAID) [E] < b6 Parker, Ashley 
(NIH/OD) [E] b6 ; Kurilla, Michael (NIH/NCATS) [E] < b6 >; 
Colvis, Christine (NIH/NCATS) [E] bé Bozzette, Sam (NIH/NCATS) [E] 
<sam. v6 Rutter, Joni (NIH/NCATS) [E] < b6 


Subject: Re: Conversation with Janet Woodcock and Kevin Bugin 


Thanks Chris. Very helpful. |’ll reach out to Janet directly, then. M. 


From: "Austin, Christopher (NIH/NCATS) [E]" b6 
Date: Thursday, June 25, 2020 at 6:04:30 PM 
To: "Freire, Maria (FNIH) [T]" b6 
Ce: "Collins, Francis (NIH/OD) [E]" b6 “Tabak, Lawrence (NIH/OD) [E]" 
b6 “Wholley, David (FNIH) [T]" < b6 "Anderson, James 
(NIH/OD) [E]" v6 >,"Lane, Cliff (NIH/NIAID) [E]" b6 
"Parker, Ashley (NIH/OD) [E]" b6 “Kurilla, Michael (NIH/NCATS) [E]" 
b6 “Colvis, Christine (NIH/NCATS) [E]" b6 “Bozzette, 
Sam (NIH/NCATS) [E]" <s b6 , "Rutter, Joni (NIH/NCATS) [E]" b6 


Subject: RE: Conversation with Janet Woodcock and Kevin Bugin 


(b) ). (&) ) 


From: Freire, Maria (FNIH) [T] b6 
Sent: Thursday, June 25, 2020 5:46 PM 
To: Austin, Christopher (NIH/NCATS) [E] b6 
Ce: Collins, Francis (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] 
< b6 Wholley, David (FNIH) [T] b6 ; Anderson, James (NIH/OD) 
(E] b6 ; Lane, Cliff (NIH/NIAID) [E] <b zov>; Parker, Ashley 
(NIH/OD) [E] < b6 Kurilla, Michael (NIH/NCATS) [E] b6 > 
Colvis, Christine (NIH/NCATS) [E] b6 Bozzette, Sam (NIH/NCATS) [E] 

b6 >; Rutter, Joni (NIH/NCATS) [E] < b6 > 


Subject: Re: Conversation with Janet Woodcock and Kevin Bugin 


(b) (4). () (5) M. 


COLL0000018120 


On Jun 25, 2020, at 5:42 PM, Austin, Christopher (NIH/NCATS) [E] b6 > wrote: 
All, 


My team and | just got off the phone with Janet and Kevin. (b) (4). (b) (5) 
() (4). &) S) 


More on our call tomorrow. 


Chris 


Christopher P. Austin, M.D. 
Director 


<image001.jpg> 


Connect with us!: https://ncats.nih.gov/connect 
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From: Prof Trevor M Jones CBE FMedSci [trevor.m. b6 


Sent: 2/10/2021 11:48:13 AM 
To: Collins, Francis (NIH/OD) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

fo a] mikael Dolsten [ b6 Andrew Plump [ b6 
b6 Geoff Frew [ b6 Morten Sogaard 
b6 Jill Payne [ b6 

Subject: RE: COVID-19 Antivirals ..Database 

Flag: Follow up 


I can certainly put you/your colleagues in touch 
Do you want to do this independently of the Industry Consortium ..or jointly? 
Trevor 


soon Original Message ------ 


From: "Collins, Francis (NIH/OD) [E]" < b6 

To: "Prof Trevor M Jones CBE FMedSci" < b6 "mikael Dolsten" 

< b6 "Andrew Plump" < b6 

" b6 < b6 

Ce: "Geoff Frew" < b6 "Morten Sogaard" < b6 "Jill 
Payne" < b6 “Wholley, David (FNIH) [T]" < b6 "Adam, Stacey 
(FNIH) [T]" < b6 "Menetski, Joseph (FNIH) [T]" < b6 


Sent: Wednesday, 10 Feb, 21 At 11:44 
Subject: RE: COVID-19 Antivirals ..Database 


Hi Trevor et al. 


The ACTIV team (David, Stacey, and Joe) (b) (5) 
(b) (5) 


Best, Francis 


From: Prof Trevor M Jones CBE FMedSci < b6 

Sent: Sunday, February 7, 2021 8:30 AM 

To: Collins, Francis (NIH/OD) [E] < b6 mikael Dolsten < b6 

Andrew Plump < b6 b6 

Ce: Geoff Frew < b6 Morten Sogaard < b6 Jill Payne 
b6 > 


Subject: COVID-19 Antivirals ..Database 


As per recent correspondence,| am continuing to search for an authoritative, single repository of candidate 
drugs (repurposed and entirely new) 


The nearest | have found .....until recently .....was the Biocentury list. 
see 
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https://www.biocentury.com/coronavirus 

The UK Government Department of Health (and (Sir) Patrick Vallance ..UK Government Chief Scientist and ex 
Chair Hever Group) have put me in touch with airfi 
The UK Government have been sponsoring this organisation to provide such data (not just on anti-virals but 
other COVID-19 related products). 

In addition to searching many sources (including social media) and listing the candidates, they obtain comments 
from KOLs ete to add some background and information. 

airfinity have given me their permission to share the attached presentation with you. 

IF this is of interest then I suggest that the next step would be for, say Andy and/or Tom .....in the context of 
both the COVID=19 consortium AND the emerging new Pandemic Preparedness collaboration ... to have 
further exploratory discussions with airfinity 

(with Francis and Mikael ..or their nominees if they so wish at this stage) 

Views ? 

Best regards from a snowy London 

Trevor 


y- 


Prof Trevor M Jones CBE FMedSci 


Prof Trevor M Jones CBE FMedSci 
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From: Myles, Renate (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=7D317FS626934585B3692A 1823C18522-MYLESR] 


Sent: 2/10/2021 11:52:47 AM 


To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Burklow, John (NIH/OD) [E] 


[/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=2e57f267323b43c08be856acb5b964ca-burklow)] 


Subject: Re: Here were the final 3—David asks how about prepare? 
Flag: Follow up 
c 3) 


Renate Myles 

Deputy Director for Public Affairs 

Office of Communications and Public Liaison 
National Institutes of Health 


b6 
From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Wednesday, February 10, 2021 6:46:38 AM 
To: Burklow, John (NIH/OD) [E] < b6 Myles, Renate (NIH/OD) [E] < 


Subject: FW: Here were the final 3—David asks how about prepare? 


Going once, going twice... Are you good with Guardian? 


FC 

From: Burklow, John (NIH/OD) [E] < b6 
Sent: Friday, February 5, 2021 6:21 PM 

To: Collins, Francis (NIH/OD) [E] < b6 
Cc: Myles, Renate (NIH/OD) [E] < b6 


Subject: Re: Here were the final 3-David asks how about prepare? 
That works for me! 


Sent from my iPhone 


On Feb 5, 2021, at 6:13 PM, Collins, Francis (NIH/OD) [E] b6 


One more alternative. Forget trying to come up with acronym. Just call it Guardian. 


From: Collins, Francis (NIH/OD) [E] 

Sent: Friday, February 5, 2021 6:01 PM 

To: Burklow, John (NIH/OD) [E] b6 

Cc: Myles, Renate (NIH/OD) [E] b6 

Subject: RE: Here were the final 3—David asks how about prepare? 


v6 


wrote: 


And you were concerned about the overlap with the EU PREPARE project. But not enough of a 


reason? 
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FC 


From: Collins, Francis (NIH/OD) [E] 

Sent: Friday, February 5, 20215:59 PM 

To: Burklow, John (NIH/OD) [E] b6 

Cc: Myles, Renate (NIH/OD) [E] < b6 

Subject: RE: Here were the final 3-David asks how about prepare? 


One more, but maybe the word isn’t powerful enough: 


From: Qashu, Felicia (NIH/OD) [E] b6 

Sent: Wednesday, January 27, 2021 4:15 PM 

To: Connelly, Sarah < b6 >; Menetski, Joseph (FNIH) [T] 
b6 


Subject: RE: ACTIV - Emerging Viral Sequence Data Surveillance, Testing and Reporting 


A candidate name to consider for the emerging variant effort: 
ACTIV Data to Determine Variant Impact on COVID19 treatment and vaccine Efficacy 
ADDVICE 


From: Burklow, John (NIH/OD) [E] b6 
Sent: Friday, February 5, 2021 5:36 PM 

To: Collins, Francis (NIH/OD) [E] b6 
Cc: Myles, Renate (NIH/OD) [E] < b6 


Subject: Here were the final 3—David asks how about prepare? 


PREPARE 
(Predicting Rapid Emergence of PathogenicityAnd Resistance) 


PROTECT 
(Predicting Resistance Or Therapeutic Escape of new Coronavirus Threats) 


‘TRAPS’ or ‘TRAP-CoV’ 
(Tracking Resistance And Pathogenicity of SARS-CoV-2) 


Sent from my iPhone 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF28414883D0B6996D677257-WHOLLEYD] 


Sent: 2/10/2021 12:50:45 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

Subject: RE: COVID-19 Antivirals ..Database 


We can do it with the Consortium. As| said before our reaction was not that it is essential 


From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Wednesday, February 10, 2021 7:45 AM 
To: Wholley, David (FNIH) [T] < b6 


Subject: FW: COVID-19 Antivirals ..Database 


Advice? 
From: Prof Trevor M Jones CBE FMedSci b6 
Sent: Wednesday, February 10, 2021 6:48 AM 
To: Collins, Francis (NIH/OD) [E] b6 
Ce: mikael Dolsten < v6 Andrew Plump < b6 
b6 Geoff Frew < v6 Morten Sogaard 
< v6 Jill Payne < b6 


Subject: RE: COVID-19 Antivirals ..Database 
I can certainly put you/your colleagues in touch 
Do you want to do this independently of the Industry Consortium ..or jointly? 


Trevor 


soso Original Message ------ 


From: "Collins, Francis (NIH/OD) [E]" < b6 

To: "Prof Trevor M Jones CBE FMedSci" < b6 “mikael Dolsten" 

< b6 "Andrew Plump" < b6 ‘ b6 

< b6 

Ce: "Geoff Frew" < b6 “Morten Sogaard" < b6 "Jill Payne" 
< bé “Wholley, David (FNIH) [T]" < b6 "Adam, Stacey (FNIH) [T]" 

< b6 "Menetski, Joseph (FNIH) [T]" < b6 


Sent: Wednesday, 10 Feb, 21 At 11:44 
Subject: RE: COVID-19 Antivirals ..Database 


Hi Trevor et al. 


The ACTIV team (David, Stacey, and Joe) (b) (5) 
) 6) 
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(b) 6) 


Best, Francis 


From: Prof Trevor M Jones CBE FMedSci < b6 

Sent: Sunday, February 7, 2021 8:30 AM 

To; Collins, Francis (NIH/OD) [E] < b6 mikael Dolsten < b6 Andrew Plump 
< b6 b6 L 

Cc: Geoff Frew < v6 Morten Sogaard < b6 Jill Payne 

< b6 


Subject: COVID-19 Antivirals ..Database 


As per recent correspondence,| am continuing to search for an authoritative, single repository of candidate drugs 
(repurposed and entirely new) 


The nearest I have found .....until recently .....was the Biocentury list. 
see 


https://www.biocentury.com/coronavirus 


The UK Government Department of Health (and (Sir) Patrick Vallance ..UK Government Chief Scientist and ex 
Chair Hever Group) have put me in touch with airfinity. 


The UK Government have been sponsoring this organisation to provide such data (not just on anti-virals but 
other COVID-19 related products). 


In addition to searching many sources (including social media) and listing the candidates, they obtain comments 
from KOLs etc to add some background and information. 


airfinity have given me their permission to share the attached presentation with you. 

IF this is of interest then I suggest that the next step would be for, say Andy and/or Tom .....in the context of 
both the COVID=19 consortium AND the emerging new Pandemic Preparedness collaboration ... to have 
further exploratory discussions with airfinity 

(with Francis and Mikael ..or their nominees if they so wish at this stage) 

Views ? 

Best regards from a snowy London 


Trevor 


Prof Trevor M Jones CBE FMedSci 


Prof Trevor M Jones CBE FMedSci 


COLL0000018143 


From: Tabak, Lawrence (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 

(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=02E22836B5FF4E9988E3770CFC7EE770-TABAKL] 
Sent: 2/10/2021 1:23:35 PM 
To: Bugin, Kevin (FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=d4e98409d40a429880bfb9f70948 1e7c-BUGINK.fda]; Shapiro, Neil (NIH/OD) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a13c20d004cb413b9484d6343b5f3fa6-shapironk]; Embry, Alan (NIH/NIAID) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=882a18a10a134c49acac2 1cb83fd599d-embrya]; Johnson, Martin S. 
(NIH/NIAID) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2f99dc80ec43431a8724a4f30ed42eSc-msjohnson]; Rutter, Joni (NIH/NCATS) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=157b2517ddb546a8a72844c3S5eadb062-jrutter]; Kelly, Andy (NIH/NCATS) [E] 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=f7ca450c76a141d2214709dSd9006ce8-kellyad); Allen, Lina (NIH/NHLBI) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b4d38d61c1ab467c9ce0ciccde4bc79b-allenli]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875{0679648859e 1cf101c0943414-adamsj4]; Menetski, Joseph (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1af52dc4a427ea3d34f1e072f8cb7-menetskijp] 
GG: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca3 13f44ced9938e50d2ff0b6c2-collinsf]; Lane, Cliff (NIH/NIAID) [E] 
(/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Patterson, Amy (NIH/NHLBI) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=afad1ca74b3e449d8b4f319 1d65bb70f-pattersa]; Burrus-Shaw, Cyndi 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=Sbbac95b1f6e4514a299b318030c31f6-shawcy)]; Simon, Dina (NIH/OD) [C] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e02345faSd1d4d7eaf4e0f3daS8bclac-simondm] 


Subject: RE: ACTIV FUNDING RE: USG COVID-19 Therapeutics - ASFR Contract/Budget Prep 
Flag: Follow up 
Colleagues, 


Francis has asked me to engage all of you as a group to make sure that we have a complete inventory of everything 
we have asked for (in the queue) to ensure that we are not missing anything that we anticipated was already 
covered. In that way, we will be able to identify those things that still need to be requested. 


| hope we can arrange a zoom call (45 minutes, but hopefully we can do what we need to in 30 min?) to do this 
expeditiously. Any flexibility you may offer in helping us schedule would be greatly appreciated. If | have left 
anyone out, please forward the invite to them (and cc me so! know they are joining). 


Larry 
From: Bugin, Kevin b6 
Sent: Tuesday, February 9, 2021 12:25 PM 
To: Johnson, Martin S. (NIH/NIAID) [E] < b6 Espinoza, Tasha (NIH/OD) [E] 
b6 >; Kelly, Andy (NIH/NCATS) [E] b6 >; Shapiro, Neil (NIH/OD) [E] 
b6 ; Allen, Lina (NIH/NHLBI) [E] < bé6 Embry, Alan (NIH/NIAID) [E] 
< b6 Adam, Stacey (FNIH) [T] v6 Lerner, Andrea (NIH/NIAID) [E] 
b6 


COLL0000018154 


Cc: Roberts, LTC Owen (HHS/IOS) b6 Teyhen, Deydre (HHS/IOS) < 
Subject: RE: ACTIV FUNDING RE: USG COVID-19 Therapeutics - ASFR Contract/Budget Prep 


Hi all, 


Adding Andrea. 


So, we had an illuminating meeting with ASFR just now and it appears we have me additional guidance to add to the 


below. 


First of all, several urgent items were approved over the weekend: 


mAb/Vaccine co-administration study -- ACTIV 2 (NIAID) 


mAb/Vaccine co-administration study -- ACTIV 3 (NIAID) 


SARS-CoV-2 Variant monitoring/sequencing (OD/ CDC) 


ACTIV 3 Staffing: Site Support (NIAID) 


ACTIV 3 Follow-up medical visits to participants via outside contractor (NIAID) 


ACTIV 3 Additional follow up visits (NIAID) 


Gene Synthesis of SARS-CoV-2 Spike Variants (NIAID) 


ACTIV-2 Outpatient (NIAID) 


Generation of real world evidence on use of monoclonal antibodies (NCATS) 


lready funded. 


Grant/Contract 


Grant/Contract 


Mixed 


Contract 


Contract 


Contract 


Contract 


Contract 


Contract 


15 


15 


19 


14 


0.7 


With regards to the Quad charts, it sounds like we should include any details related to prior reviews/approvals of what 


was the Operation Warp Speed structure. I’d link this to the Funding Memos. 
Again, let me know if it would be helpful to discuss this later this week. 


Kevin 
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From: Bugin, Kevin 
Sent: Tuesday, February 9, 2021 11:42 AM 


To: Johnson, Martin S (NIH) b6 >; Espinoza, Tasha A (NIH) b6 Kelly, 
Andy D (NIH) b6 Shapiro, Neil K (NIH) b6 ; Allen, Lina L (NIH) 

b6 Embry, Alan C (NIH) b6 Adam, Stacey J (NIH) b6 
Cc: Roberts, Owen (OS) <O b6é Teyhen, Deydre (OS) < b6 


Subject: ACTIV FUNDING RE: USG COVID-19 Therapeutics - ASFR Contract/Budget Prep 
Hi all, 
Adding Alan and Stacey to this group. 


As discussed in our meeting yesterday has become clear that we will need to brief Dr. Kessler on the ongoing ACTIV trials 
and the funding requirements (past, eminent, and future). It is also clear that the Operation (and HHS) wants the 
owners/executors of those funds to do the briefing. Owen and | will support you from the Operation with organizing and 
preparing, but NIH will need to take the lead. Perhaps we could have Francis and Cliff present? This would be more peer- 
to-peer for David and might have a higher probability of success. The other option is Alan to present, but I’m not sure if 
David knows him. 


As far as what will be needed for the briefing. 

1. We will need a slide to overview the ACTIV trials so Dr, Kessler has context. | believe Stacey has something fit 
for this purpose. We already give Dr. Kessler updates on status so no need to spend time on current site 
activations and enrollment. But, we should make clear the target enrollment and end dates for trials and/or 
agents. 

2. We will need a slide summarizing the budget for the ACTIV trials. Again, past, urgent needs, and future needs. | 
am working with the Operation BCG team to create summary slides on our budget based based off of today’s 
(Feb 9) ASFR tracker. So, | think we’ll have something on the ACTIV trials that you can review and validate. 

3. Then we will need a Quad Chart slide for each urgent need. Let's try to roll things up for each ACTIV trial where 
possible. I'd break out sub-studies (ie, the Vx/mAb sub-studies) as their own quad chart. A template for this 
chart is attached. 


| suggest we develop quad charts for everything that we still need and will need in the next 4-6 weeks. This way we can 
give ourselves a buffer. 


As for timing, | will help to organize but | need to know how long items 1-3 will take us. | think 1 and 2 can be done this 
week, But, not sure about the quad charts. Perhaps we can shoot for late next week? 


Neil, | think we should include the funding for the ACTIV/SIG variant funding program, so if you can develop a quad chart 
for that item that would be great. 


Alan, do you want to take the lead in determining who from NIH would do this brief? 


Let me know if it would be helpful to talk through the plan and I'll try to find some time for us to talk later this week. 
Thanks, 


Kevin 


Original Appointment 
From: Bugin, Kevin 
Sent: Wednesday, January 27, 2021 9:09 AM 

To: Bugin, Kevin; Johnson, Martin S (NIH); Espinoza, Tasha A (NIH); Kelly, Andy D (NIH); Shapiro, Neil K (NIH); Allen, Lina L 
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(NIH); Roberts, Owen (OS) 

Subject: USG COVID-19 Therapeutics - ASFR Contract/Budget Prep 

When: Monday, February 8, 2021 11:00 AM-11:30 AM (UTC-05:00) Eastern Time (US & Canada). 
Where: WebEx 


Purpose: review ASFR tracker and necessary updates in advance of Tuesday therapeutics meetings. 


When it's time, join your Webex meeting here. 


More ways to join: 


Join from the meeting link 
https://fda1 .webex.cony b6 


Join by meeting number 
Meeting number (access code): b6 
Meeting password: b6 


Tap to join from a mobile device (attendees only) 
b6 US Toll 
US Toll Free 


Join by phone 
b6 US Toll 
US Toll Free 
Global call-in numbers | Toll-free calling restrictions 


If you are a host, click here to view host information. 


Need help? Go to https://help.webex.com 
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From: Bugin, Kevin b6 
Sent: 2/10/2021 1:36:08 PM 
To: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabak!]; Shapiro, Neil (NIH/OD) [E] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a13c20d004cb413b9484d6343b5f3fa6-shapironk]; Embry, Alan (NIH/NIAID) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=882a18a10a134c49acac21cb83fd599d-embrya]; Johnson, Martin S. 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2f99dc80ec43431a8724a4f30ed42e5c-msjohnson]; Rutter, Joni (NIH/NCATS) 
IE] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=157b2517ddbS46a8a72844c3Seadb062-jrutter]; Kelly, Andy (NIH/NCATS) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f7ca450c76a141d22a14709dSd9006ce8-kellyad); Allen, Lina (NIH/NHLBI) [E) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=b4d38d61c1ab467c9ce0c1ccde4bc79b-allenli]; Adam, Stacey (FNIH) [T] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Menetski, Joseph (FNIH) [T] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1afS2dc4a427ea3d34f1e072f8cb7-menetskijp] 
ee: Collins, Francis (NIH/OD) [€) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Lane, Cliff (NIH/NIAID) {E 
/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Patterson, Amy (NIH/NHLBI) 
|E) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=afad1ca74b3e449d8b4f3191d65bb70f-pattersa]; Burrus-Shaw, Cyndi 
(INIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=Sbbac95b1f6e4514a299b318030c31f6-shawcy]; Simon, Dina (NIH/OD) [C] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=e02345faSd1d4d7eaf4e0f3da58bclac-simondm] 
Subject: RE: ACTIV FUNDING RE: USG COVID-19 Therapeutics - ASFR Contract/Budget Prep 


Hi all, 
| can be flexible within the below windows to help us get this done today/tomorrow. 


Today: 
-  9:30-11:30 
- 1:00-3:00 
- 4:00-5:30 
Tomorrow: 
-  8:30-10:30 
= 11:00-2:00 
- 3:00-5:00 


| have been working with our consultants from BCG to visualize the budget and status of funding (approved/pending) in 
anticipation of this briefing for Dr. Kessler. | would like to include them and Larry | will let you know who once the invite 
goes out. 


Kevin 

From: Tabak, Lawrence (NIH/OD) [E] < b6 

Sent: Wednesday, February 10, 2021 8:24 AM 

To: Bugin, Kevin< b6 Shapiro, Neil K (NIH) < v6 Embry, Alan C (NIH) 
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< b6 Johnson, Martin S (NIH) < b6 Rutter, Joni L (NIH) 


<joni. b6 Kelly, Andy D (NIH) < 6 Allen, Lina L (NIH) < 6 Adam, 
Stacey J (NIH) < b6 Menetski, Joseph M (NIH) < b6 

Ce: Collins, Francis S$ (NIH) < v6 Lane, Henry C (NIH) < b6 Patterson, Amy (NIH) 
< b6 Burrus-Shaw, Cyndi R (NIH) < b6 Simon, Dina M (NIH) 

< b6 


Subject: RE: ACTIV FUNDING RE: USG COVID-19 Therapeutics - ASFR Contract/Budget Prep 
Importance: High 


Colleagues, 


Francis has asked me to engage all of you as a group to make sure that we have a complete inventory of everything 
we have asked for (in the queue) to ensure that we are not missing anything that we anticipated was already 
covered. In that way, we will be able to identify those things that still need to be requested. 


| hope we can arrange a zoom call (45 minutes, but hopefully we can do what we need to in 30 min?) to do this 
expeditiously. Any flexibility you may offer in helping us schedule would be greatly appreciated. If | have left 
anyone out, please forward the invite to them (and cc me so! know they are joining). 


Larry 

From: Bugin, Kevin < b6 

Sent: Tuesday, February 9, 2021 12:25 PM 

To: Johnson, Martin S. (NIH/NIAID) [E] b6 Espinoza, Tasha (NIH/OD) [E] 
b6 >; Kelly, Andy (NIH/NCATS) [E] b6 Shapiro, Neil (NIH/OD) [E] 

< b6 Allen, Lina (NIH/NHLBI) [E] < b6 >; Embry, Alan (NIH/NIAID) [E] 
b6 ; Adam, Stacey (FNIH) [T] b Lerner, Andrea (NIH/NIAID) [E] 

Cc: Roberts, LTC Owen (HHS/IOS) b6 >; Teyhen, Deydre (HHS/IOS) < b6 


Subject: RE: ACTIV FUNDING RE: USG COVID-19 Therapeutics - ASFR Contract/Budget Prep 
Hi all, 
Adding Andrea. 


So, we had an illuminating meeting with ASFR just now and it appears we have me additional guidance to add to the 
below. 


First of all, several urgent items were approved over the weekend: 


mAb/Vaccine co-administration study -- ACTIV 2 (NIAID) Grant/Contract 15) 
mAb/Vaccine co-administration study -- ACTIV 3 (NIAID) Grant/Contract 45) 
SARS-CoV-2 Variant monitoring/sequencing (OD/ CDC) Mixed 19 
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ACTIV 3 Staffing: Site Support (NIAID) Contract 6 


ACTIV 3 Follow-up medical visits to participants via outside contractor (NIAID) Contract 14 

ACTIV 3 Additional follow up visits (NIAID) Contract 7 

Gene Synthesis of SARS-CoV-2 Spike Variants (NIAID) Contract 0.7 

ACTIV-2 Outpatient (NIAID) Contract 6 

Generation of real world evidence on use of monoclonal antibodies (NCATS) Contract 9 
lready funded. 


With regards to the Quad charts, it sounds like we should include any details related to prior reviews/approvals of what 
was the Operation Warp Speed structure. I’d link this to the Funding Memos. 


Again, let me know if it would be helpful to discuss this later this week. 


Kevin 


From: Bugin, Kevin 
Sent: Tuesday, February 9, 2021 11:42 AM 


To: Johnson, Martin S (NIH) b6 v>; Espinoza, Tasha A (NIH) b6 >; Kelly, 
Andy D (NIH) b6 ; Shapiro, Neil K (NIH) b6 >; Allen, Lina L (NIH) 

b6 Embry, Alan C (NIH) b6 Adam, Stacey J (NIH) < b6 
Cc: Roberts, Owen (OS) < b6 Teyhen, Deydre (OS) v6 


Subject: ACTIV FUNDING RE: USG COVID-19 Therapeutics - ASFR Contract/Budget Prep 
Hi all, 
Adding Alan and Stacey to this group. 


As discussed in our meeting yesterday has become clear that we will need to brief Dr. Kessler on the ongoing ACTIV trials 
and the funding requirements (past, eminent, and future). It is also clear that the Operation (and HHS) wants the 
owners/executors of those funds to do the briefing. Owen and | will support you from the Operation with organizing and 
preparing, but NIH will need to take the lead. Perhaps we could have Francis and Cliff present? This would be more peer- 
to-peer for David and might have a higher probability of success. The other option is Alan to present, but I’m not sure if 
David knows him. 
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As far as what will be needed for the briefing. 

1. We will need a slide to overview the ACTIV trials so Dr. Kessler has context. | believe Stacey has something fit 
for this purpose. We already give Dr. Kessler updates on status so no need to spend time on current site 
activations and enrollment. But, we should make clear the target enrollment and end dates for trials and/or 
agents. 

2. We will need a slide summarizing the budget for the ACTIV trials. Again, past, urgent needs, and future needs. | 
am working with the Operation BCG team to create summary slides on our budget based based off of today’s 
(Feb 9) ASFR tracker. So, | think we’ll have something on the ACTIV trials that you can review and validate. 

3, Then we will need a Quad Chart slide for each urgent need. Let's try to roll things up for each ACTIV trial where 
possible. I’d break out sub-studies (ie, the Vx/mAb sub-studies) as their own quad chart. A template for this 
chart is attached. 


| suggest we develop quad charts for everything that we still need and will need in the next 4-6 weeks. This way we can 
give ourselves a buffer. 


As for timing, | will help to organize but | need to know how long items 1-3 will take us. | think 1 and 2 can be done this 
week, But, not sure about the quad charts. Perhaps we can shoot for late next week? 


Neil, | think we should include the funding for the ACTIV/SIG variant funding program, so if you can develop a quad chart 
for that item that would be great. 


Alan, do you want to take the lead in determining who from NIH would do this brief? 


Let me know if it would be helpful to talk through the plan and I'll try to find some time for us to talk later this week. 
Thanks, 


Kevin 


-----Original Appointment----- 

From: Bugin, Kevin 

Sent: Wednesday, January 27, 2021 9:09 AM 

To: Bugin, Kevin; Johnson, Martin S (NIH); Espinoza, Tasha A (NIH); Kelly, Andy D (NIH); Shapiro, Neil K (NIH); Allen, Lina L 
(NIH); Roberts, Owen (OS) 

Subject: USG COVID-19 Therapeutics - ASFR Contract/Budget Prep 

When: Monday, February 8, 2021 11:00 AM-11:30 AM (UTC-05:00) Eastern Time (US & Canada). 

Where: WebEx 


Purpose: review ASFR tracker and necessary updates in advance of Tuesday therapeutics meetings. 


When it's time, join your Webex meeting here. 


More ways to join: 


Join from the meeting link 
htips://idat webex.convfda b6 
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Join by meeting number 
Meeting number (access code): b6 
Meeting password: bé6 


Tap to join from a mobile device (attendees only) 
b6 US Toll 
US Toll Free 


Join by phone 
JS Toll 


JS Toll Free 
Global call-in numbers | Toll-free calling restrictions 


If you are a host, click here to view host information. 


Need help? Go to htips://help.webex.com 
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From: Tabak, Lawrence (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=02E 22836B5FF4E9988E3770CFC7EE770-TABAKL] 


Sent: 6/30/2020 12:18:46 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

Subject: FW: Request for Info on Agent Prioritization 

Flag: Follow up 


This is a bit absurd; shall | just ask Amy or Gary directly? 


From: "Adam, Stacey (FNIH) [T]" < b6 

Date: Monday, June 29, 2020 at 8:15 PM 

To: Francis Collins < b6 “Wholley, David (FNIH) [T]" < b6 "Tabak, Lawrence 
(NIH/OD) [E]" < b6 

Cc: "Parker, Ashley (NIH/OD) [E]" < b6 "Gadbois, Ellen (NIH/OD) [E]" 

< b6 

Subject: RE: Request for Info on Agent Prioritization 


Hi Francis, 
He has not said what they are interested in. 


What | thought | would do is share with him our top scored immune modulators from Wave 1 and ask him just that 
question. If he still will not say, then | will follow back with this team. Is this an acceptable strategy? 


Thanks, 
Stacey 


b6 Mobile: b6 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Monday, June 29, 2020 5:51 PM 

To: Wholley, David (FNIH) [T] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 

Ce: Parker, Ashley (NIH/OD) [E] < b6 Gadbois, Ellen (NIH/OD) [E] < v6 Adam, 
Stacey (FNIH) [T] < b6 


Subject: RE: Request for Info on Agent Prioritization 


Trying to sort this out — does this mean that Goff refuses to say what agents NHLBI is interested in? 


FG 

From: Wholley, David (FNIH) [T] b6 

Sent: Monday, June 29, 2020 5:19 PM 

To: Collins, Francis (NIH/OD) [E] b6 ; Tabak, Lawrence (NIH/OD) [E] b6 

Ce: Parker, Ashley (NIH/OD) [E] < b6 >; Gadbois, Ellen (NIH/OD) [E] b6 ; Adam, 
Stacey (FNIH) [T] b6 


Subject: FW: Request for Info on Agent Prioritization 
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FYI. How should this be handled? 


From: Adam, Stacey (FNIH) [T” b6 
Sent: Monday, June 29, 2020 4:09 PM 
To: Wholley, David (FNIH) [T] b6 


Subject: FW: Request for Info on Agent Prioritization 
FYI, David Goff is not letting this go. May need to get us all ona call. 


Stacey J. Adam, PhD 

Director, Cancer 

Research Partnerships 

b6 Mobile: b6 


From: Adam, Stacey (FNIH) [T] 

Sent: Monday, June 29, 2020 4:08 PM 

To; Goff, David (NIH/NHLBI) [E] b6 >; Rosenberg, Yves (NIH/NHLBI) [E] b6 
Subject: RE: Request for Info on Agent Prioritization 


Hi David, 


| have received Amy's list of folks to add. | am working to get them on the committees she articulated. 

As for the agents from Wave 1, can you be more specific about which agents you would want the info for? Just the ones 
we scored? 

We triaged quite a few. Keep in mind we had 400, many of which will be re-reviewed in Wave 2 unless they had deal- 
breakers in Wave 1. It is the fact that we will likely re-review some that | suggested that Yves and the team join us. 


Thanks, 
Stacey 


Stacey J. Adam, PhD 

Director, Cancer 

Research Partnerships 

Direct: b6 Mobile b6 


From: Goff, David (NIH/NHLBI) [E] < b6 

Sent: Monday, June 29, 2020 3:56 PM 

To: Adam, Stacey (FNIH) [T] < b6 Rosenberg, Yves (NIH/NHLB)) [E] b6 
Subject: RE: Request for Info on Agent Prioritization 

Importance: High 


Hi Stacey, 

Yves was requesting information about the first group of agents that were reviewed by the ACTIV Agent Prioritization 
Subgroup. Can you share the list of the agents that were reviewed and how they were scored? 

Amy Patterson has submitted (or will soon submit) a list of potential additional members for the Agent Prioritization 
Subgroup. 

Thanks, 

David 
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From: Adam, Stacey (FNIH) [T] b6 

Sent: Monday, June 29, 2020 2:36 PM 

To: Rosenberg, Yves (NIH/NHLBI) [E] b6 
Cc: Goff, David (NIH/NHLBI) [E] b6 
Subject: RE: Request for Info on Agent Prioritization 


Hi Yves, 


First, let me apologize that | think | pronounce your name incorrectly. Is it “Eve” or is the “s” pronounced? Again, my 
apologies for pronouncing it wrong. 


Second, apologies for my delay in response 


Third, thank you for reaching out to ask about the next wave of prioritization for immunomodulators. We hope to be 
starting this late this week or the start of next. | would recommend to avoid duplication of efforts that NHLBI place 
members of your groups on the immune modulator agent prioritization subteam for ACTIV. Depending on what gets 
prioritized by the group, we can then discuss the best place to place them. It is possible that ACTIV-4 would be the best 
place for some of what we are looking at. 


Would this approach be amenable to you team? 
Again, this should be the best way to avoid duplication. Please let me know who | should add to that subteam. 


Thanks, 
Stacey 


Stacey J. Adam, PhD 

Director, Cancer 

Re h Partnerships 

Direet: b6 Mobile: b6 


From: Rosenberg, Yves (NIH/NHLBI) [E] < b6 
Sent: Wednesday, June 24, 2020 2:40 PM 

To: Adam, Stacey (FNIH) [T] b6 

Ce: Goff, David (NIH/NHLBI) [E] b6 

Subject: Request for Info on Agent Prioritization 


Dear Stacey: 


Hope all is well with you. NHLBI has started an internal review of what may be the underlying vascular mechanisms of 
the thromboembolic complications of COVID-19. It is possible that the virus affects the vasculature, endothelium or 
pericytes, through perturbation of some pathways that we need to identify, then we would be able to identify and 
prioritize targets and therapeutics affecting those pathways thereby getting at the cause of the disease not only treating 
or preventing the complications! Some of the potential targets that we know of are also agents that are 
immunomodulators. Thus, they may have already been reviewed by the Agent Prioritization Group as part of the 
selection process of the agents for ACTIV-1. So, to avoid duplicating efforts it would be very helpful for us to have the list 
of the agents that were reviewed and how they were scored. | hope this information can be shared with us. 


Thank you in advance for your help. 


Kind regards, 
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Yves. 


Goce D Rasenberg, 0, MPH. 

ISCHEMIA Project Officer 

Chief, Atherothrombosis and Coronary Artery Disease Branch 
Division of Cardiovascular Sciences 

National Heart, Lung and Blood Institute 

6705 Rockledge Dr., Rm. 309-C 

Bethesda, MD 20892-7954 


Tel.: v6 q 
Fax: 301-480-0304 
E-mail: b6 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 1/14/2021 9:02:52 PM 

To: Lorsch, Jon (NIH/NIGMS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=be9d3c649a724857811d44b495d9ce45-lorschir]; Collins, Francis (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

cc; Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd87510679648859e1cf101c0943414-adamsj4]; McGuirl, Michele 
(NIH/NIGMS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9475c4c48bae4a8194c697f724d29875-mcguirlmal; Lei, Ming (NIH/NIGMS) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8a7d3370cb6747939b4030b3805 79c6b-leim] 

Subject: RE: WV and ACTIVs update 


Yes, the bottleneck is pretty much the CROs from my understanding. We’ve pushed on them on other issues, with 
limited success. | think you've done a lot just by raising the problem in general. My further suggestion would be that if 
you have 1 or 2 situations that are highest priority where there is a specific ask (we need person xyz to get this form 
back to Pl abc, asap, they have been waiting for three weeks), we can highlight that with NIH program staff and/or the 
trial team members. | am going to ping Amy again about ACTIV-4. 


From: Lorsch, Jon (NIH/NIGMS) [E] < b6 

Sent: Thursday, January 14, 2021 3:14 PM 

To: Wholley, David (FNIH) [T] < b6 Collins, Francis (NIH/OD) [E] < b6 

Ce: Adam, Stacey (FNIH) [T] < b6 McGuirl, Michele (NIH/NIGMS) [E] < v6 Lei, 
Ming (NIH/NIGMS) [E] < b6 


Subject: Re: WV and ACTIVs update 


Many thanks, David. | know you are caught in the middle here and Stacey has been terrific trying to facilitate all of this. 


(b) (4). (b) (5) 


Jon 

From: "Wholley, David (FNIH) [T]" b6 

Date: Thursday, January 14, 2021 at 10:41 AM 

To: "Lorsch, Jon (NIH/NIGMS) [E]" < b6 "Collins, Francis (NIH/OD) [E]" b6 
Ce: "Adam, Stacey (FNIH) [T]" b6 , "McGuirl, Michele (NIH/NIGMS) [E]" 

< b6 


Subject: RE: WV and ACTIVs update 


Hi Jon, 
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(b) ). &) ) 


As of yesterday we had only received follow up from the ACTIV-2 team (NIAID/PPD), but decided we should share that 
back to your through Francis given the urgency of your request. The problem was that for some reason in my note to 
Francis | completely omitted the fact that the data we were conveying was only from ACTIV-2. This was totally my fault, 
not Francis’s, and | apologize for the ensuing confusion it caused. 


With regard to ACTIV-2, Stacey Adam on my staff has been working with the NIAID folks and with Michele McGuirl on 
your staff—who has been terrific—and we believe we have identified the cause of the discrepancies in reporting on the 
status of ACTIV-2 participation at the West Virginia site, which you had specifically highlighted in your last email. PPD 
tracks sites by Pl names, since an organization can have multiple sites with multiple Pls. It turns out that the main PI at 
WVU site listed in your system, Sally Hodder, is not the same as that listed in PPD’s system, Hannah Hazzard- 

Jenkins. Michele has been able to confirm that Sally has delegated ACTIV-2 to Hannah, and the trial is in fact open at 
WVU, but with Hannah leading. 


As a result of this we went back to PPD and reconfirmed with them the information we received regarding ACTIV-2. We 
have confirmed the current status of the IdEA sites with respect to the ACTIV-2 Trial only as follows: 
© 1 site is currently active and recruiting 
© University of Puerto Rico — Jorge Santana (NIGMS and PPD data agrees on this) 
° (b) (4). (b) (5) 


= 1site is participating but under a different PI 
o West Virginia Clinical and Translational Research — Sally Hodder is not participating, but one of her junior 
Pls is leading the ACTIV-2 trial at their site. 
° (b) 4). () (5) 


| have copied Michele and Stacey in case | have missed something and there are any further corrections to this list. 
We are still following up with the other ACTIV trials, in particular the ACTIV-4 team--who uses a completely different 


CRO, Parexel--to get information on the status of IdEA sites there. | have personally asked Amy Patterson at NHLBI for 
help on that. 
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Again, | want to emphasize our thanks for all the effort you and your team has put forward to help us get the IDeA sites 
involved in the trials and apologize for how difficult it has been to get this information. | do know the teams have been 
very grateful to be able to engage with the network, and the NIAID team especially sends their thanks. 


Please let me know if we need to discuss further. 


David 

From: Lorsch, Jon (NIH/NIGMS) [E] b6 

Sent: Thursday, January 14, 2021 6:10 AM 

To: Collins, Francis (NIH/OD) [E] b6 Wholley, David (FNIH) [T] < b6 
Cc; Adam, Stacey (FNIH) [T] v6 4 


Subject: FW: WV and ACTIVs update 


Francis, David, 


b) 6) 
Jon 
From: "McGuirl, Michele (NIH/NIGMS) [E]" b6 
Date: Wednesday, January 13, 2021 at 5:36 PM 
To: "Adam, Stacey (FNIH) [T]" b6 
Ce: "Lei, Ming (NIH/NIGMS) [E]" b6 “Lorsch, Jon (NIH/NIGMS) [E]" < b6 


Subject: WV and ACTIVs update 


From Sally: All but ACTIV-3 are the result of NIGMS & CTR efforts. 
Michele 


Activ 1: Plis Dr. Becky Reece. CTA has been back and forth — Anticipate WVU to sign this week. Trial can then open 
next week ~ we have trial drug. 


Activ 2: Plis Dr. Hannah Hazard-Jenkins. Are almost ready to open Version 2, however, awaiting drug and signing of 
CTA. IRB approved. Version 3 just came through today and now includes an inhaled drug for 2 weeks and an oral drug as 
well as multiple monoclonals administered via !V infusion. Each of these drugs has slightly different CRFs. There isan 
informed consent for each of the potential drugs that a patient may be assigned to —i.e., >50 pages that potential 
participants must read through and sign. At some point, trial efficiency needs to be balanced against the burden on 
potential participants and the complexity of trial conduct for site personnel. 


Activ 3: Plis Dr. Badwahr (This trial came through the CT surgery trials network and was open in October but then put 
on hold from NIH). Reopened about 2 weeks ago— (b) (4). (b) (5) 


Activ 4a: Plis Dr. Sharma. it is opening to enrollment today 


Activ 4b; co-Pis: Drs. Lewis and Hodder. Redlined CTA just back yesterday from Pitt. We are awaiting CTA 
signature. IRB approved 
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Activ 4c: Pi- Dr. Krupica. We submitted feasibility survey 1 week ago and have not heard back if we have been site 
selected. 


Activ 5: Pl - Dr. Becky Reece CTA has been back and forth ~ we anticipate WVU signing this week. We have drug and IRB 
approval - will open as soon as CTA signed. 
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From: Anderson, James (NIH/OD} [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=73143D1860BC42458BE254CA2 1573B23-ANDERSONJM] 

Sent: 6/29/2020 10:36:59 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d67 7257 -wholleyd]; Collins, Francis (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Menetski, Joseph (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1af52dc42427ea3d34fle072f8cb7-menetskijp] 

Subject: NHP 


Flag: Follow up 


David and Francis, (copying Joe) 


Following up on the question about NHP this morning, | will quickly review why we need better control on use of NHP. 
Prioritization is challenging because requests come in uncoordinated and information needed to make decisions 
changes, is incomplete and of marginal quality. 


() (4), (b) (5) 


Input is welcome. 


Jim 
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From: Melencio, Cheryl (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=279E 14FA7428415BB86087D08B628E6F-MELENCIOC]) 


Sent: 2/10/2021 2:41:04 PM. 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

Subject: Automatic reply: PLEASE REVIEW THESE DOCUMENTS: New Table and ACTIV-Like Addition to ACTIV Therapeutics 
Page 

Flag: Follow up 

Good morning, | will be out of the office this morning and will have no access to emails. I'll reply as soon as |am back 

online. 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 6/30/2020 1:17:07 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Anderson, James (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonim]; Menetski, Joseph 
(FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1af52dc42427ea3d34fle072f8cb7-menetskijp] 

Subject: RE: NHP 


Francis, 


We should discuss this on war room tomorrow. (b) (5) 
i Set : . () (5) : : 


David 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Monday, June 29, 2020 6:48 PM 

To: Anderson, James (NIH/OD) [E] < b6 Wholley, David (FNIH) [T] < b6 
Menetski, Joseph (FNIH) [T] < b6 

Subject: RE: NHP 


That sounds like a plan. (b) (5) 
() (5) 


FC 


From: Anderson, James (NIH/OD) [E] b6 

Sent: Monday, June 29, 2020 6:37 PM 

To: Wholley, David (FNIH) [T] b6 Collins, Francis (NIH/OD) [E] b6 Menetski, 
Joseph (FNIH) [T] b6 

Subject: NHP 


David and Francis, (copying Joe) 


Following up on the question about NHP this morning, | will quickly review why we need better control on use of NHP. 
Prioritization is challenging because requests come in uncoordinated and information needed to make decisions 
changes, is incomplete and of marginal quality. 


(b) 4). (&) ) 
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Input is welcome. 


From: Anderson, James (NIH/OD} [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=73143D1860BC42458BE254CA21573B23-ANDERSONJM] 

Sent: 6/30/2020 6:14:30 PM. 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: NHP 


Francis, 


() (4). (®) (5) 


Jim 
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From: Lane, Cliff (NIH/NIAID) {E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=2D7E368A3137473BBCE161547A82F2DE-CLANE] 

Sent: 6/30/2020 8:28:07 PM. 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d67 7257 -wholleyd]; Collins, Francis (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836bSff4e9988e3770cfc7ee770-tabak!] 

cc: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d345Seaf14854c83f41d84-freiremc]; James, Stephanie (FNIH) 
[7] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8d1-jamesst] 

Subject: Re: Invitation to virtual panel during WHO global research update tomorrow 


Flag: Follow up 
| think it would be good if you were able to do this. | see it more important from a political than a scientific perspective. 


Cliff 


From: "Wholley, David (FNIH) [T]" < b6 

Date: Tuesday, June 30, 2020 at 3:14 PM 

To: "Collins, Francis (NIH/OD) [E]" < b6 .gov>, Lawrence Tabak < b6 “Lane, 
Cliff (NIH/NIAID) [E]" < b6 

Ce: "Freire, Maria (FNIH) [T]" < b6 "James, Stephanie (FNIH) [T]"< b6 

Subject: FW: Invitation to virtual panel during WHO global research update tomorrow 


Francis, Larry, Cliff: how would you like this handled? | can make time on Thursday to do this if need be, but of course 
cannot make any commitments as regards international coordination. Regards, David 


From: Handley, Gray (NIH/NIAID) [E] < b6 

Sent: Tuesday, June 30, 2020 12:50 PM 

To: Wholley, David (FNIH) [T] < b6 

Cc: Marston, Hilary (NIH/NIAID) [E] < b6 Higgs, Elizabeth (NIH/NIAID) [E] < b6 
Kim, Peter (NIH/NIAID) [E] < b6 


Subject: FW: Invitation to virtual panel during WHO global research update tomorrow 


David, As you may know, WHO is convening a large meeting July 1-2 (tomorrow and the next day) to provide a COVID 
R&D update for scientists around the world. The current draft agenda is attached. | can send information on 
registration if needed. 


The WHO planners have just asked for US speakers to be on a panel to describe ACTIV and OWS. Because ACTIV 
includes a lot of activity outside NIAID purview, would you be willing to make yet another very short presentation 
summarizing that program as a member of this panel? You would have just a few minutes; but there also could be some 
questions. The panel is also being asked to discuss how international coordination can be enhanced. In the attached 
draft agenda, it is the last session on July 2, at what will be 10:30 a.m. our time. We are still looking for the right person 
to speak about OWS but since they mention a focus on vaccines, we may have someone from VRC do that one. 


Please let me know your thoughts before we recommend to WHO that they invite you for the ACTIV description. 


Thanks. Gray 
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From: "SATHIYAMOORTHY, Vaseeharan" < bé6 

Date: Tuesday, June 30, 2020 at 10:55 AM 

To: Hilary Marston < b6 

Subject: Invitation to virtual panel during WHO global research update tomorrow 


Hi Hilary, 
| hope you’re well. 


Had you heard that we are holding a virtual global COVID19 research forum on July 1-2? | am writing to ask if you would 
agree to speak for 5 minutes as attached in a panel on initiatives related to COVID19 therapeutics? 


This is tomorrow — apologies for the last minute request. It has all been organized at short notice. We have over 1000 
scientists registered to listen in, following on from the Feb 11-12 in-person forum that led to the roadmap that we 
published. 


If you would like to talk to me for some background, please feel free to call on v6 Hopefully the agenda is 
self-explanatory, 


Many thanks 
With kind regards 
Vasee 


Vasee Moorthy BA MA BMBCh MRCP PhO, 
Senior Advisor, R&D Blueprint co-lead, 
Science Division, 

World Health Organization Headquarters, 
Geneva, Switzerland 


Office: 4 b6 

Mobile: 

Follow WHO on Facebook, Twitte 
44 


, YouTube, Instagram 


REGISTRATION IS OPEN ONLINE IN THIS LINK: http://indico.un.org/e/virtual_covid19 june20. 
Please ensure you use chrome as web browser. 


Please note that access to the virtual meeting will be provided only to those who have registered. 


For any questions, please address these to Neddy ( b6 and Charity ( b6 


COLL0000018182 


From: Tabak, Lawrence (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=02E22836B5FF4E9988E3770CFC7EE770-TABAKL] 

Sent: 6/30/2020 8:59:57 PM. 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d67 7257 -wholleyd]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Collins, Francis (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

ce: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; James, Stephanie (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8d1-jamesst] 

Subject: Re: Invitation to virtual panel during WHO global research update tomorrow 


Flag: Follow up 


David, 

If you are able to do this, | think it would be very helpful. 
Thanks 

Larry 


From: "Wholley, David (FNIH) [T]" < b6 

Date: Tuesday, June 30, 2020 at 4:55 PM 

To: "Lane, Cliff (NIH/NIAID) [E]" < b6 Francis Collins < b6 "Tabak, 
Lawrence (NIH/OD) [E]" b6 

Cc: "Freire, Maria (FNIH) (T]"< b6 "James, Stephanie (FNIH) [T]" < b6 

Subject: RE: Invitation to virtual panel during WHO global research update tomorrow 


Thanks, will wait for the good word from Francis or Larry before proceeding. 


From: Lane, Cliff (NIH/NIAID) [E] < b6 

Sent: Tuesday, June 30, 2020 4:28 PM 

To: Wholley, David (FNIH) [T] < b6 Collins, Francis (NIH/OD) [E] < b6 Tabak, 
Lawrence (NIH/OD) [E] < b6 

Ce: Freire, Maria (FNIH) [T] < b6 James, Stephanie (FNIH) [T] < b6 


Subject: Re: Invitation to virtual panel during WHO global research update tomorrow 
| think it would be good if you were able to do this. | see it more important from a political than a scientific perspective. 


Cliff 


From: "Wholley, David (FNIH) [T]" < b6 

Date: Tuesday, June 30, 2020 at 3:14 PM 

To: "Collins, Francis (NIH/OD) (E]" < b6 Lawrence Tabak < b6 "Lane, 
Cliff (NIH/NIAID) [E]" < b6 

Ce: "Freire, Maria (FNIH) [T]" < b6 "James, Stephanie (FNIH) [T]" < b6 

Subject: FW: Invitation to virtual panel during WHO global research update tomorrow 


Francis, Larry, Cliff: how would you like this handled? | can make time on Thursday to do this if need be, but of course 
cannot make any commitments as regards international coordination. Regards, David 
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From: Handley, Gray (NIH/NIAID) [E] < b6 

Sent: Tuesday, June 30, 2020 12:50 PM 

To: Wholley, David (FNIH) [T] < b6 

Cc: Marston, Hilary (NIH/NIAID) [E] < b6 Higgs, Elizabeth (NIH/NIAID) [E] < v6 
Kim, Peter (NIH/NIAID) [E] < b6 

Subject: FW: Invitation to virtual panel during WHO global research update tomorrow 


David, As you may know, WHO is convening a large meeting July 1-2 (tomorrow and the next day) to provide a COVID 
R&D update for scientists around the world. The current draft agenda is attached. | can send information on 
registration if needed. 


The WHO planners have just asked for US speakers to be on a panel to describe ACTIV and OWS. Because ACTIV 
includes a lot of activity outside NIAID purview, would you be willing to make yet another very short presentation 
summarizing that program as a member of this panel? You would have just a few minutes; but there also could be some 
questions. The panel is also being asked to discuss how international coordination can be enhanced. In the attached 
draft agenda, it is the last session on July 2, at what will be 10:30 a.m. our time. We are still looking for the right person 
to speak about OWS but since they mention a focus on vaccines, we may have someone from VRC do that one. 


Please let me know your thoughts before we recommend to WHO that they invite you for the ACTIV description. 


Thanks. Gray 


From: "SATHIYAMOORTHY, Vaseeharan" < b6 

Date: Tuesday, June 30, 2020 at 10:55 AM 

To: Hilary Marston < b6 

Subject: Invitation to virtual panel during WHO global research update tomorrow 


Hi Hilary, 
| hope you're well. 


Had you heard that we are holding a virtual global COVID19 research forum on July 1-2? | am writing to ask if you would 
agree to speak for 5 minutes as attached in a panel on initiatives related to COVID19 therapeutics? 


This is tomorrow — apologies for the last minute request. It has all been organized at short notice. We have over 1000 
scientists registered to listen in, following on from the Feb 11-12 in-person forum that led to the roadmap that we 
published. 


If you would like to talk to me for some background, please feel free to call on b6 Hopefully the agenda is 
self-explanatory. 


Many thanks 
With kind regards 
Vasee 


Vasee Moorthy BA MA BMBCh MRCP PhD, 
Senior Advisor, R&D Blueprint co-lead, 
Science Division, 

World Health Organization Headquarters, 
Geneva, Switzerland 
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Office: b6 
Mobile 
Follow WHO on F 


REGISTRATION IS OPEN ONLINE IN THIS LINK: hup://indico.un.org/e/virtual_covid19 june20. 
Please ensure you use chrome as web browser. 


Please note that access to the virtual meeting will be provided only to those who have registered. 


For any questions, please address these to Neddy { b6 and Charity ( b6 
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From: Plump, Andrew [ b6 


Sent: 6/30/2020 11:34:23 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

cc: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Heatherington, Anne 
[ b6 Culp, Michelle (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=4e38fa37e0424217aa0a283cbe9e5098-mculp] 

Subject: Re: Data Sharing Slide for ACTIV LT Meeting 

Flag: Follow up 


Hi David - Yes, | will be at tomorrow's meeting and can speak to these points together with Francis. 


Cheers, 
Andy 


Sent from my iPad 


On Jun 30, 2020, at 7:33 PM, Wholley, David (FNIH) [T] < b6 wrote: 
ised that this email came from outside Takeda/ BIS : AMMGRESHiEA —IL OT di 
Hi Andy— 


Just a heads up that on tomorrow’s Leadership Team call (which | see you have accepted on your 
calendar) we will be addressing as an action item the follow up on data sharing discussions. We've 
prepared the following reasonably high level slide that you and Francis could talk to. Thanks, David 


<Update on Data Sharing Slide for ACTIV LT Meeting.pptx> 


The content of this email and of any files transmitted may contain confidential, proprietary or legally privileged 
information and is intended solely for the use of the person/s or entity/ies to whom it is addressed. If you have 
received this email in error you have no permission whatsoever to use, copy, disclose or forward all or any of its 
contents. Please immediately notify the sender and thereafter delete this email and any attachments. 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 


Sent: 6/30/2020 11:24:54 PM 

To: Plump, Andrew [ b6 

ee Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Heatherington, Anne 
[ b6 Culp, Michelle (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=4e38fa37e0424217aa0a283cbe9e5098-mculp] 

Subject: Data Sharing Slide for ACTIV LT Meeting 

Attachments: Update on Data Sharing_Slide for ACTIV LT Meeting.pptx 

Flag: Follow up 

Hi Andy— 


Just a heads up that on tomorrow’s Leadership Team call (which I see you have accepted on your calendar) we will be 
addressing as an action item the follow up on data sharing discussions. We've prepared the following reasonably high 
level slide that you and Francis could talk to. Thanks, David 


COLL0000018191 


From: Burklow, John (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=2ES7F267323B43CO8BE856ACBSB964CA-BURKLOWJ] 


Sent: 7/2/2020 2:56:43 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

ce: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak!]; Wolinetz, Carrie (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=1c655040d47346c7b04d7bc11a403ecb-wolinetzcd]; Schwetz, Tara (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0b1da1e9650d44fa9a9e2d94f24bS035-schwetzta] 

Subject: Draft invitation from BlackRock to view video chat 


Hello, Francis— 


Here’s the draft invitation that BlackRock sent me that they want to send out once the video chat is ready. | told them 
they can’t say we are co-presenting with them—it was their program and you were a guest. Also, | said they cannot say 
we partnered with them. It is accurate to say, however, that we collaborated with them and FNIH to produce the video 
chat. 


They expect to send us a beta version of the chat either today or tomorrow, for our review. 
Thanks, 


John 


Combatting COVID-19 Through Public- 


Private Partnership 
Presented by the National Institutes of Health and BlackRock 


BlackRock is pleased to partner with the National Institutes of Health (NIH) and the Foundation 
for the National Institutes of Health (FNIH) to bring you a lively discussion on the NIH’s 
initiatives to combat COVID-19. 


The rapid spread and global impact of the pandemic have created an urgent need for 
unprecedented collaboration and coordination across the global community. Learn how the NIH 
is speeding the development of treatments through the public-private partnership, ACTIV: 
Accelerating COVID-19 Therapeutic Interventions and Vaccines. The mission of ACTIV is 
to establish a collaborative framework for identifying the most promising COVID-19 vaccines 
and therapeutics by designing master protocols and facilitating the end-to-end trial processes. 


Click here to view 
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a 
Francis S. Collins, M.D., Ph.D. Freda C. Lewis-Hall, Ph.D. Maria C. Freire, Ph.D. 
Director of the NIH Former Chief Medical Officer President and Executive 
and Executive Vice President of Pfizer, Director of the FNIH 
Inc. 


Francis §. Collins, M.D., Ph.D. was appointed the 16" Director of the National Institutes of Health (NTH) 
by President Barack Obama and confirmed by the Senate. He was sworn in on August 17, 2009. On June 6, 
2017, President Donald Trump announced his selection of Dr. Collins to continue to serve as the NIH 
Director. In this role, Dr. Collins oversees the work of the largest supporter of biomedical research in the 
world, spanning the spectrum from basic to clinical research. 

Dr. Collins is a physician-geneticist noted for his landmark discoveries of disease genes and his leadership 
of the international Human Genome Project, which culminated in April 2003 with the completion of a 
finished sequence of the human DNA instruction book. He served as director of the National Human Genome 
Research Institute at NIH from 1993-2008. 

Before coming to NIH, Dr. Collins was a Howard Hughes Medical Institute investigator at the University of 
Michigan. He is an elected member of the National Academy of Medicine and the National Academy of 
Sciences, was awarded the Presidential Medal of Freedom in November 2007, and received the National 
Medal of Science in 2009, In 2020, he was elected as a Foreign Member of the Royal Society (UK) and was 
also named the 50th winner of the Templeton Prize, which celebrates scientific and spiritual curiosity. 


During her 35-year career in medicine, Dr. Freda Lewis-Hall, M.D., has been on the frontlines of health 
care as a clinician, educator, researcher and leader in the biopharmaceuticals and life sciences industries. 
She served as Pfizer, Inc.’s Chief Medical Officer and Executive Vice President until the end of 2018 and 
as Chief Patient Officer and Executive Vice President during 2019. In these roles, Dr. Lewis-Hall expanded 
outreach to patients, reshaped the focus on patient engagement and inclusion, improved health information 
and education and amplified the voice of the patient within company culture and decision-making. She was 
responsible for the safe, effective and appropriate use of Pfizer medicines and vaccines. 

Before joining Pfizer, Dr. Lewis-Hall held senior leadership positions of Chief Medical Officer and 
Executive Vice President, Medicines Development at Vertex Pharmaceuticals; Senior Vice President, US 
Pharmaceuticals at Bristol Myers Squibb; Vice President, Research and Development, Product Development 
at Pharmacia Corporation; and Product Team Leader and Director at Eli Lilly and Company. 

Dr. Lewis-Hall currently serves on the Board of Fellows of The Harvard Medical School, the Board of 
Advisors of the Dell Medical School and the Board of Governors for the Patient-Centered Outcomes 
Research Institute. She currently serves on the corporate boards of Milliken and Company, a global 
diversified industrial manufacturer; 1 Life Healthcare, Inc., a health services company; Exact Sciences, Inc., 
a molecular diagnostics company; and SpringWorks Therapeutics, a biopharmaceutical company. 
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Maria C. Freire, Ph.D, is the President and Executive Director and member of the Board of Directors of 
the Foundation for the National Institutes of Health (FNIH). Prior to FNIH, from 2008 to 2012, she was 
President of the Albert and Mary Lasker Foundation, where she established programmatic initiatives that 
expanded the brand and reach of the foundation. From 2001 to 2008, she served as President and Chief 
Executive Officer of the Global Alliance for TB Drug Development (TB Alliance), a not-for-profit 
organization that develops drugs to fight tuberculosis, and from 1995 to 2001, she directed the Office of 
Technology Transfer at the NIH. 

Dr. Freire obtained her BS degree at the Universidad Peruana Cayetano Heredia in Lima, Peru, and her PhD 
in Biophysics from the University of Virginia. She completed postgraduate work in Immunology and 
Virology at the University of Virginia and the University of Tennessee, respectively, and at the John F. 
Kennedy School of Government, Harvard University. She is widely recognized as an expert in technology 
commercialization and has a wide range of experience in the public and private biomedical sectors 

Dr. Freire is active on national and international boards and committees. She is the Chair of the Business 
Advisory Board of the Institute for Research in Biomedicine in Barcelona, Spain; is a Director of Alexandria 
Real Estate Equities, Inc.: is on the Board of Directors for Exelixis,Inc.; has served as a member of the 
Commission on a Global Health Risk Framework for the Future of the National Academy of Medicine and 
the Executive Committee of the United Nations’ Sustainable Development Solutions Network; and was a 
member of the UN Secretary General’s High-Level Panel on Access to Medicines. She is a member of the 
National Academy of Medicine and the Council on Foreign Relations. 


includes 27 
\d is a component of the U.S. Department of Health and Human Servi NIH is the 
primary federal agency conducting and supporting basic, clinical, and translational medical research 
investigating the causes, treatments, and cures for both common and rare diseases. For more information 
about NIH and its programs, visit w1 


and is 


nih. gov 


About the Foundation for the National Institutes of Health: The Foundation for the National Institutes 
of Health c s and manages alliances with public and private institutions in support of the mission of the 
NIH, the world’s premier medical research agency. The Foundation, also known as the FNIH, works with 
its partners to accelerate biomedical ri h and strategie: inst diseases and health concerns in the 
United States and across the globe. The FNIH organizes and administers research projects; supports 
education and training of new researchers; organizes educational events and symposia; and administers a 
series of funds supporting a wide range of health issues. Established by Congress in 1990, the FNIH isa not- 
for-profit 501 (c)(3) charitable organization. For additional information about the FNIH, please visit fr 


ickRock.com/Institutions 
Any data collected will be processed according to BlackRock's privacy policy, which can be found he: 
If you no longer want to receive information from BlackRock, please click here 
BlackRock, Inc 
40 East 52nd Street 
New York, NY 10022 


This material is for distribution to Professional Clients (as defined by the Financial Conduct Authority or 
MiFID Rules} and Qualified Investors only and should not be relied upon by any other persons. 


Issued by BlackRock Investment Management (UK) Limited, authorised and regulated by the Financial 
Conduct Authority. Registered office: 12 Throgmorton Avenue, London, EC2N 2DL. Tel: + 44 (0)20 7743 
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3000. Registered in England and Wales No. 2020394. For your protection telephone calls are usually 
recorded. BlackRock is a trading name of BlackRock Investment Management (UK) Limited. Please refer to 
the Financial Conduct Authority website for a list of authorised activities conducted by BlackRock. 


In the event where the United Kingdom leaves the European Union without entering into an arrangement 
with the European Union which permits firms in the United Kingdom to offer and provide financial services 
into the European Union (“No Deal Brexit Event”), the issuer of this material is: 

- BlackRock Investment Management (UK) Limited for all outside of the European Economic Area; and 

- BlackRock (Netherlands) B.V. for in the European Economic Area, 

however, prior to a No Deal Brexit Event and where a No Deal Brexit Event does not occur, BlackRock 
Investment Management (UK) Limited will be the issuer. 


BlackRock (Netherlands) B.V.: Amstelplein 1, 1096 HA, Amsterdam, Tel: 020 — 549 5200, Trade Register No. 
17068311. For more information, please see the website: ws scxPock coms, For your protection, 
telephone calls are usually recorded. BlackRock is a trading name sof BlackRock (Netherlands) B.V. 


For Investors in the UK: In the UK this document is directed only at persons who are professional clients or 
eligible counterparties for the purposes of the Financial Conduct Authority’s Conduct of Business 
Sourcebook. The opportunity to invest in the Fund is only available to such persons in the UK and this 
document must not be relied or acted upon by any other persons in the UK. 


For qualified investors in Switzerland: This document is marketing material. This document shall be 
exclusively made available to, and directed at, qualified investors as defined in the Swiss Collective 
Investment Schemes Act of 23 June 2006, as amended. 


For Professional Clients in Dubai (DIFC): This information can be distributed in and from the Dubai 
International Financial Centre (DIFC) by BlackRock Advisors (UK) Limited - Dubai Branch which is regulated 
by the Dubai Financial Services Authority (“DFSA”) and is only directed at 'Professional Clients! and no 
other person should rely upon the information contained within it. Neither the DFSA or any other authority 
or regulator located in the GCC or MENA region has approved this information. This information and 
associated materials have been provided to you at your express request, and for your exclusive use. This 
document is not intended for distribution to, or use by, any person or entity in any jurisdiction or country 
where such distribution would be unlawful under the securities laws of such. Any distribution, by whatever 
means, of this document and related material to persons other than those referred to above is strictly 
prohibited. 


For investors in Israel: BlackRock Investment Management (UK) Limited is not licenced under Israel's 
Regulation of Investment Advice, Investment Marketing and Portfolio Management Law, 5755-1995 (the 
“advice Law’), nor does it carry insurance thereunder. 


Qatar: The shares are only being offered to a limited number of investors who are willing and able to 
conduct an independent investigation of the risks involved in an investment in such shares. This 
promotional documentation does not constitute an offer to the public and is for the use only of the named 
addressee and should not be given or shown to any other person (other than employees, agents or 
consultants in connection with the addressee’s consideration thereof). The fund has not been and will not 
be registered with the Qatar Central Bank or under any laws of the State of Qatar. No transaction will be 
concluded in your jurisdiction and any inquiries regarding the shares should be made to BlackRock 
Investment Management (UK) Limited at the address above. 


UAE: This document, and the information contained herein, does not constitute, and is not intended to 
constitute, a public offer of securities in the United Arab Emirates and accordingly should not be construed 
as such. The Units are only being offered to a limited number of exempt investors in the UAE who fall 
under one of the following categories of non-natural Qualified Investors: (1) an investor which is able to 
manage its investments on its own, namely: (a) the federal government, local governments, government 
entities and authorities or companies wholly-owned by any such entities; (b) international entities and 
organisations; or (c) a person licensed to carry out a commercial activity in the UAE, provided that 
investment is one of the objects of such person; or (2) an investor who is represented by an investment 
manager licensed by the SCA, (each a “non-natural Qualified Investor’) 
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The Units have not been approved by or licensed or registered with the UAE Central Bank, the Securities 
and Commodities Authority, the Dubai Financial Services Authority, the Financial Services Regulatory 
Authority or any other relevant licensing authorities or governmental agencies in the UAE (the 
“Authorities”). The Authorities assume no liability for any investment that the named addressee makes as a 
non-natural Qualified Investor. The [document] is for the use of the named addressee only and should not 
be given or shown to any other person (other than employees, agents or consultants in connection with 
the addressee's consideration thereof). 


Saudi Arabia: BlackRock Investment Management (UK) Limited is an entity registered and operating under 
the laws of England and Wales. 

This document constitutes a Securities Business Advertisement under the Securities Business Regulations 
issued by the Board of the Capital Market Authority of the Kingdom of Saudi Arabia (the CMA), as amended 
{the "Securities Business Regulations"), and is only intended for those outlined under the Securities 
Business Regulations, or any other successor regulation, namely: (A) Exempt Persons; (B) CMA Authorised 
Persons; and (C} ‘investment institutions’ (as defined under the Saudi CMA rules). As such, this document 
relates to a financial product which is not subject to any form of regulation or approval by the CMA ora 
CMA Authorised Person. 


This document is not an offer of units of a foreign fund under the Investment Fund Regulations, or an offer 
of a security under the Rules on the Offer of Securities and Continuing Obligations, issued by the CMA, or 
any other successor regulation. 


The CMA has no responsibility for reviewing or verifying any this document or any other materials in 
connection with this financial product. Accordingly, the CMA has not approved this document or any other 
associated documents nor taken any steps to verify the information set out in this document, and has no 
responsibility for it 


The financial product to which this document relates may be illiquid and/or subject to restrictions on its 
resale. Prospective purchasers should conduct their own due diligence on the financial product. If you do 
not understand the contents of this document you should consult an authorised financial adviser. 


This information is provided at your request for due diligence and information purposes only and is for 
Institutional Investors only within Asia Pacific (or professional/sophisticated /qualified investors, as such 
term may apply in local jurisdictions). This document or any information contained or incorporated by 
reference herein relating to the Fund is provided to you ona strictly confidential basis and does not 
constitute investment advice or an offer or solicitation to purchase or sell in any securities, BlackRock funds 
or any investment strategy nor shall any securities be offered or sold to any person in any jurisdiction in 
which an offer, solicitation, purchase or sale would be unlawful under the securities laws of such 
jurisdiction. Investment involves risk, including possible loss of principal. Before making an investment 
decision, investors should read the relevant offering documents carefully including the investment 
objective and risk factors relating to the fund 


In Singapore, this document is provided by BlackRock (Singapore) Limited (company registration 
number:200010143N) for use only with institutional investors as defined in Section 4A of the Securities 
and Futures Act, Chapter 289 of Singapore. This advertisement or publication has not been reviewed by 
the Monetary Authority of Singapore 


In Hong Kong, this material is issued by BlackRock Asset Management North Asia Limited and has not been 
reviewed by the Securities and Futures Commission of Hong Kong. This material is for distribution to 
“Professional Investors" (as defined in the Securities and Futures Ordinance (Cap.571 of the laws of Hong 
Kong) and any rules made under that ordinance.) and should not be relied upon by any other persons or 
redistributed to retail clients in Hong Kong. 


In South Korea, this information is issued by BlackRock Investment (Korea) Limited. This material is for 
distribution to the Qualified Professional Investors (as defined in the Financial Investment Services and 
Capital Market Act and its sub-regulations) and for information or educational purposes only and does not 
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constitute investment advice or an offer or solicitation to purchase or sells in any securities or any 
investment strategies. 


In Taiwan, independently operated by BlackRock Investment Management (Taiwan) Limited. Address: 28F., 
No. 100, Songren Rd., Xinyi Dist., Taipei City 110, Taiwan. Tel: (02)23261600. 

In China, this material may not be distributed to individuals resident in the People's Republic of China 
("PRC", for such purposes, excluding Hong Kong, Macau and Taiwan) or entities registered in the PRC 
unless such parties have received all the required PRC government approvals to participate in any 
investment or receive any investment advisory or investment management services. 


In Australia and New Zealand, issued by BlackRock Investment Management (Australia) Limited ABN 13 
006 165 975 AFSL 230 523 (BIMAL) for the exclusive use of the recipient who warrants by receipt of this 
material that they are a wholesale client and not a retail client as those terms are defined under the 
Australian Corporations Act 2001 (Cth) and the New Zealand Financial Advisers Act 2008 respectively. 
BIMAL is the issuer of financial products and acts as an investment manager in Australia. BIMAL does not 
offer financial products to persons in New Zealand who are retail investors (as that term is defined in the 
Financial Markets Conduct Act 2013 (FMCA)). This material does not constitute or relate to such an offer. 
To the extent that this material does constitute or relate to such an offer of financial products, the offer is 
only made to, and capable of acceptance by, persons in New Zealand who are wholesale investors (as that 
term is defined in the FMCA). This material has not been prepared specifically for Australian or New 
Zealand investors and may contain references to dollar amounts which are not Australian or New Zealand 
dollars and financial information which are not prepared in accordance with Australian or New Zealand lew 
or practices. 


For Southeast Asia: This document is issued by BlackRock and is intended for the exclusive use of any 
recipient who warrants, by receipt of this material, that such recipient is an institutional investors or 
professional/sophisticated/qualified/accredited/expert investor as such term may apply under the relevant 
legislations in Southeast Asia (for such purposes, includes only the Philippines, and Brunei). BlackRock does 
not hold any regulatory licenses or registrations in Southeast Asia countries listed above, and is therefore 
not licensed to conduct any regulated business activity under the relevant laws and regulations as they 
apply to any entity intending to carry on business in Southeast Asia, nor does BlackRock purport to carry 
on, any regulated activity in any country in Southeast Asia. BlackRock funds, and/or services shall not be 
offered or sold to any person in any jurisdiction in which such an offer, solicitation, purchase, or sale would 
be deemed unlawful under the securities laws or any other relevant laws of such jurisdiction(s). 


This material is provided to the recipient on a strictly confidential basis and is intended for informational or 
educational purposes only. Nothing in this document, directly or indirectly, represents to you that 
BlackRock will provide, or is providing BlackRock products or services to the recipient, or is making 
available, inviting, or offering for subscription or purchase, or invitation to subscribe for or purchase, or 
sale, of any BlackRock fund, or interests therein. This material neither constitutes an offer to enter into an 
investment agreement with the recipient of this document, nor is it an invitation to respond to it by making 
an offer to enter into an investment agreement. 


The distribution of the information contained herein may be restricted by law and any person who 
accesses it is required to comply with any such restrictions. By reading this information you confirm that 
you are aware of the laws in your own jurisdiction regarding the provision and sale of funds and related 
financial services or products, and you warrant and represent that you will not pass on or utilize the 
information contained herein in a manner that could constitute a breach of such laws by BlackRock, its 
affiliates or any other person. 


Latin America: In Latin America, for Institutional Investors and Financial Intermediaries Only (Not for public 
distribution). This material is for educational purposes only and does not constitute an offer or solicitation 
to sell or a solicitation of an offer to buy any shares of any fund (nor shall any such shares be offered or 
sold to any person) in any jurisdiction in which an offer, solicitation, purchase or sale would be unlawful 
under the securities law of that jurisdiction. It is possible that some or all of the funds mentioned in this 
document have not been registered with the securities regulator of Argentina, Brazil, Chile, Colombia, 
Mexico, Panama, Peru, Uruguay or any other securities regulator in any Latin American country and thus 
might not be publicly offered within any such country. The securities regulators of such countries have not 
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confirmed the accuracy of any information contained herein. No information discussed herein can be 
provided to the general public in Latin America. 


Chile: In Chile, the offer of each security not registered with the Comision para el Mercado Financiero 
(“CMF”) is subject to General Rule No. 336 issued by the SVS (now the CMF). The subject matter of this 
offer may include securities not registered with the CMF; therefore, such securities are not subject to the 
supervision of the CMF. Since the securities are not registered in Chile, there is no obligation of the issuer 
to make publicly available information about the securities in Chile. The securities shall not be subject to 
public offering in Chile unless registered with the relevant registry of the CMF. 


Colombia: In Colombia, the offer of each Fund is addressed to less than one hundred specifically identified 
investors, and such Fund may not be promoted or marketed in Colombia or to Colombian residents unless 
such promotion and marketing is made in compliance with Decree 2555 of 2010 and other applicable rules 
and regulations related to the promotion of foreign financial and/or securities related products or services 
in Colombia. 


Peru: In Peru, this material is for the sole use of Institutional Investors, as such term is defined by the 
Superintendencia de Banca, Seguros y AFP. 


Argentina: In Argentina, only for use with Qualified Investors under the definition as set by the Comision 
Nacional de Valores (CNV). 


Mexico: For institutional investors, financial intermediaries and sophisticated investors only. Not for public 
distribution. Investing involves risk, including possible loss of principal. This material is provided for 
educational and informational purposes only and does not constitute an offer or solicitation to sell ora 
solicitation of an offer to buy any shares of any fund or security. It is your responsibility to inform yourself 
of, and to observe, all applicable laws and regulations of Mexico. If any funds are mentioned or inferred in 
this material, such funds have not been registered with the securities regulators of Mexico and thus, may 
not be publicly offered in Mexico. The Mexican National Banking and Securities Commission (Comision 
Nacional Bancaria y de Valores) has not confirmed the accuracy of any information contained herein. This 
material represents an assessment at a specific time and its information should not be relied upon by the 
reader as research or investment advice regarding the funds or any security in particular. Reliance upon 
information in this material is at your sole discretion. The provision of investment management and 
investment advisory services is a regulated activity in Mexico and thus is subject to strict rules. For more 
information on the Investment Advisory Services or Management Services offered by BlackRock Mexico 
please refer to the Investment Services Guide available at 3219://w ck comsrx, BlackRock 
México is not authorized to receive deposits, carry out intermediation activities, or act as a broker. 


For the U.S. and Canada: This material is provided for informational purposes only and does not constitute 
an offer to sell nor a solicitation to invest in any jurisdiction in which such solicitation is unlawful or to any 
person to whom itis unlawful. Moreover, it neither constitutes an offer to enter into an investment 
agreement with the recipient of this document nor an invitation to respond to it by making an offer to 
enter into an investment agreement. No recipient is permitted to use this information in any way that 
would violate U.S. securities laws, rules or regulations. 


Any reference herein to any security and/or a particular issuer shall not constitute a recommendation to 
buy or sell, offer to buy, offer to sell, or a solicitation of an offer to buy or sell any such securities issued by 
such issuer. Historical performance information depicted herein is not indicative of future performance or 
investment returns, and actual events or conditions may not be consistent with, and may differ materially 
from, those depicted. 


This material contains “forward-looking” information that is not purely historical in nature. Such 
information may include, among other things, projections, forecasts, and proposed or expected portfolio 
composition. No representation is made that the projections or forecasts presented will be achieved, or 
that every assumption made in calculating or presenting either the forward-looking information or the 
historical information herein has been considered or stated in preparing this material. Any changes to 
assumptions that may have been made in preparing this material could have a material impact on the 
results presented herein by way of example. 
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This material is not intended to be relied upon as a forecast, research or investment advice, and is nota 
recommendation, offer or solicitation to buy or sell any securities or to adopt any investment strategy. The 
opinions expressed are as of the date of this presentation and may change as subsequent conditions vary. 
The information and opinions contained in this material are derived from proprietary and nonproprietary 
sources deemed by BlackRock to be reliable, are not necessarily all-inclusive and are not guaranteed as to 
accuracy. Reliance upon information in this material is at the sole discretion of the reader. 


This document contains general information only and is not intended to represent general or specific 
investment advice. The information does not take into account your financial circumstances. An 
assessment should be made as to whether the information is appropriate for you having regard to your 
objectives, financial situation and needs. 


Any research in this document has been procured and may have been acted on by BlackRock for its ow! 
purpose. The results of such research are being made available only incidentally. The views expressed do 
not constitute investment or any other advice and are subject to change. They do not necessarily reflect 
the views of any company in the BlackRock Group or any part thereof and no assurances are made as to 
their accuracy. 


This document is for information purposes only and does not constitute an offer or invitation to anyone to 
invest in any BlackRock funds and has not been prepared in connection with any such offer. 


THIS MATERIAL IS HIGHLY CONFIDENTIAL AND IS NOT TO BE REPRODUCED OR DISTRIBUTED TO PERSONS 
OTHER THAN THE RECIPIENT. 


lssued in the United States by BlackRock Investments, LLC, a member of FINRA. 

In Canada, for Permitted Clients Only 

© 2020 BlackRock, Inc. All Rights reserved. BLACKROCK, BLACKROCK SOLUTIONS, iSHARES, BUILD ON 
BLACKROCK and SO WHAT DO | DO WITH MY MONEY are registered and unregistered trademarks of 


BlackRock, Inc, or its subsidiaries in the United States and elsewhere. All other trademarks are those of 
their respective owners. 
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From: Freire, Maria (FNIH) (T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=8598D551D1D345S5EAF14854C83F41D84-FREIREMC] 


Sent: 7/2/2020 5:08:20 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

ce Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak!]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: FNIH funds 

Attachments: FNIH tasks 6-30-20.docx 


Francis, we understand that OWS, through Janet, has approved the budget we requested to continue working on the 
therapeutics part of ACTIV. We are absolutely delighted! 

The scope of work is attached (assuming of course that we get all the funds requested, which expect will be the 

case). With Larry’s OK and to expedite the funds getting to us, OWS will send the funds to NIH and from the NIH, via an 
amendment to the OTA, to the FNIH. 

We are very grateful to Janet for her help. | was really dreading having to severely curtail or walk away from ACTIV! We 
still need to have the conversation about the tasks, if any, for the remaining workstreams following July 31%. Prior to 


that call, David will send you a synopsis of what the co-chairs have discussed, 


Avery happy and relieved, Maria 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 
Sent: 7/2/2020 9:44:30 PM 


To: Melencio, Cheryl (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc] 
ce: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d55 1d1d3455eaf14854c83f41d84-freiremc]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Collins, Francis (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Wood, Gretchen (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5d1e0e1a8f76c1f-woodgs}; McManus, Ayanna (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=bcf06de08ba845249b9b36ad216e237e-amcmanus) 

Subject: Need to set up a call to discuss path forward for ACTIV Working Groups after July 31 


Cheryl, 

Can you please begin soliciting times for me, Francis Collins, Maria Freire, and Larry Tabak to speak sometime about this 
topic next week? | think a half hour slot would suffice if we can find it on everyone’s busy calendars. Thanks very much, 
David 


David Wholley 

Senior Vice-President, Research Partnerships 

Foundation for the National Institutes of Health 
b6 

fhih. 

11400 Rockville Pike Suite 600 North Bethesda, MD 20852 


In 2019, the FNIH earned the highest rating from Charity Navigator for the fifth consecutive year and was recognized 
as an organization that exceeds industry standards. 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 2/10/2021 4:36:05 PM. 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e 1cf101c0943414-adamsj4] 


cc; Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc] 

Subject: RE: URGENT: Noon call with the UK 

Flag: Follow up 


Stacey and spoke. She will run a couple of slides. We'll outline the current trials (unless you'd rather do this) and talk 
to planned additional agents, as well as plans for ACTIV-6. You cover mutation tracking and pandemic preparedness 
since those are in USG funding mode. Is this OK with you? 


From; Collins, Francis (NIH/OD) [E] < b6 
Sent: Wednesday, February 10, 2021 11:09 AM 
To: Wholley, David (FNIH) [T] < b6 Adam, Stacey (FNIH) [T] < b6 


Subject: URGENT: Noon call with the UK 


What are you planning to share with our UK colleagues in the call at noon? Just the list of current trials? Or more about 
therapeutics under consideration? 


FC 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 2/10/2021 5:00:00 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e 1cf101c0943414-adamsj4] 


cc; Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d55 1d1d3455eaf14854c83f41d84-freiremc] 
Subject: RE: URGENT: Noon call with the UK 


Yes, | will give an overview from ACTIV perspective 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Wednesday, February 10, 2021 11:52 AM 

To: Wholley, David (FNIH) [T] < b6 Adam, Stacey (FNIH) [T] < b6 
Ce: Freire, Maria (FNIH) [T] < b6 

Subject: RE: URGENT: Noon call with the UK 


Perfect. I’m glad to have Stacey walk through the current trials. 


Francis 

From: Wholley, David (FNIH) [T] b6 

Sent: Wednesday, February 10, 2021 11:36 AM 

To: Collins, Francis (NIH/OD) [E] b6 >; Adam, Stacey (FNIH) [T] < b6 
Ce: Freire, Maria (FNIH) [T] b6 


Subject: RE: URGENT: Noon call with the UK 


Stacey and | spoke. She will run a couple of slides. We'll outline the current trials (unless you'd rather do this) and talk 
to planned additional agents, as well as plans for ACTIV-6. You cover mutation tracking and pandemic preparedness 
since those are in USG funding mode. Is this OK with you? 


From: Collins, Francis (NIH/OD) [E] b6 
Sent: Wednesday, February 10, 2021 11:09 AM 
To: Wholley, David (FNIH) [T] b6 Adam, Stacey (FNIH) [T] b6 


Subject: URGENT: Noon call with the UK 


What are you planning to share with our UK colleagues in the call at noon? Just the list of current trials? Or more about 
therapeutics under consideration? 


FC 
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From: Melencio, Cheryl (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=279E 14FA7428415BB86087D08B628E6F-MELENCIOC]) 

Sent: 7/6/2020 1:49:13 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Collins, Francis (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836bSff4e9988e3770cfc7ee770-tabak|] 

Ci Sepulveda, Dorina (FNIH) {T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=675efcc8cf7 b4f6986d leb3c3ed 1 fd96-sepulvedade]; Wood, Gretchen 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5d1e0e 1a8f76c1f-woodgs}; Simon, Dina (NIH/OD) [C] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e02345faSd1d4d7eaf4e0f3da58bclac-simondm] 


Subject: Discussion re: path forward for ACTIV Working Groups after July 31 
Location: see webex below 

Start: 7/8/2020 6:45:00 PM 

End: 7/8/2020 7:15:00 PM 


Show Time As: Tentative 


Required Wholley, David; Collins, Francis (NIH/OD) [E]; Tabak, Lawrence (NIH/OD) [E] 
Attendees: 

Optional Sepulveda, Dorina (FNIH) [T]; Wood, Gretchen (NIH/OD) [E]; Simon, Dina (NIH/OD) [C] 
Attendees: 


Join Webex meeting 
Meeting number (access code): b6 Meeting password b6 


Join from a video system or application 
Dial b6 n 
You can also dial b6 and enter your meeting number. 


Tap to join from a mobile device (attendees only) 
b6 Call-in toll number (US/Canada) 


Join by phone 
b6 Call-in toll number (US/Canada) 
Global ei $ 


Join using Microsoft Lync or Microsoft Skype for Business 


Dial b6 


@iyne.webex.c 


If you are a host, click | 


(0 view host information. 
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From: Parker, Ashley (NIH/OD) {€] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=306B2244466140F AASSAAAAFEOGEBD70-PARKERAS] 
Sent: 4/15/2020 12:28:26 PM 
To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf]; Myles, Renate (NIH/OD) [E] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Burklow, John (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2e57f267323b43cO8be856acb5b964ca-burklowj]; Tabak, Lawrence (NIH/OD) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabak|]; Lane, Cliff (NIH/NIAID) [E] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane] 
GG Wood, Gretchen (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5d1e0e1a8f76c1f-woodgs}; Wholley, David (FNIH) [T] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; McManus, Ayanna 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=bcf06de08ba845249bSb36ad216e237e-amcmanus) 
Subject: RE: Washington Post 


Flag: Follow up 
Good morning Francis et al. 
lam working with David to compile the email list — we will send the list ASAP. 


Thanks, 
Ashley 


From: Myles, Renate (NIH/OD) [E] < b6 

Sent: Wednesday, April 15, 2020 8:10 AM 

To: Collins, Francis (NIH/OD) [E] <coll b6 Burklow, John (NIH/OD) [E] < b6 Tabak, 
Lawrence (NIH/OD) [E] < b6 Lane, Cliff (NIH/NIAID) [E] < b6 

Cc: Wood, Gretchen (NIH/OD) [E] < b6é Parker, Ashley (NIH/OD) [E] < v6 

Wholley, David (FNIH) [T] < v6 Freire, Maria (FNIH) [T] < b6 McManus, Ayanna 
(NIH/OD) [E] < b6 

Subject: RE: Washington Post 


Okay; working it out. 


From: Collins, Francis (NIH/OD) [E] b6 > 

Sent: Wednesday, April 15, 2020 8:02 AM 

To: Myles, Renate (NIH/OD) [E] b6 ; Burklow, John (NIH/OD) [E] b6 Tabak, 
Lawrence (NIH/OD) [E] <! b6 >; Lane, Cliff (NIH/NIAID) [E] b6 

Cc: Wood, Gretchen (NIH/OD) [E] < b6 Parker, Ashley (NIH/OD) [E] < b6 

Wholley, David (FNIH) [T] <: v6 ; Freire, Maria (FNIH) [T] < bb >; McManus, Ayanna 
(NIH/OD) [E] be 


Subject: RE: Washington Post 
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Yes, definitely!!! My message to you got caught in the Outlook reboot last night, so when | said “tomorrow” | 
meant today! 


From: Myles, Renate (NIH/OD) [E] < b6 

Sent: Wednesday, April 15, 2020 7:35 AM 

To: Collins, Francis (NIH/OD) [E] b6 ; Burklow, John (NIH/OD) [E] b6 >; Tabak, 
Lawrence (NIH/OD) [E] b6 Lane, Cliff (NIH/NIAID) [E] < b6 

Cc: Wood, Gretchen (NIH/OD) [E] b6 Parker, Ashley (NIH/OD) [E] < b6 

Wholley, David (FNIH) [T] b6 Freire, Maria (FNIH) [T] b6 


Subject: RE: Washington Post 
Hi Francis: 


Any chance you can speak to Carolyn by end of day today? She’s pushing for comment today. 


Renate 

From: Collins, Francis (NIH/OD) [E] b6 

Sent: Wednesday, April 15, 2020 4:04 AM 

To: Myles, Renate (NIH/OD) [E] b6 Burklow, John (NIH/OD) [E] b6 Tabak, 
Lawrence (NIH/OD) [E] b6 ; Lane, Cliff (NIH/NIAID) [E] 6 

Cc: Wood, Gretchen (NIH/OD) [E] b6 >; Parker, Ashley (NIH/OD) [E] b6 

Wholley, David (FNIH) [T] b6 Freire, Maria (FNIH) [T] b6 


Subject: FW: Washington Post 
Hiall, 


As you can see from Tony's message, he got a green light from WH Comms (Devin O’Malley) for me to talk 
with Carolyn Johnson tomorrow about ACTIV. Apparently there was no time to discuss this with the Task 


Force today (they were all focused on economics) but Tony was able to talk with Comms — (b) (5) 
(b) (5) 
Tony called me earlier in the evening to make sure that wasn’t the case, and | reassured 
him. Given that, the WH Comms said it was OK to talk with Carolyn, (b) (5) 


All very strange, they seem to have missed the chance for a positive story, but everyone in the WH is running 
scared, 


Renate, can you work with Gretchen to find a good time for me to talk with Carolyn tomorrow? 

I’ll need to send out that note to ACTIV partners to let them know a press story is coming. That would include 
industry, academics, and other government participants. I’m ccing Ashley to ask her to work with David 
Wholley and his team to get me a complete e-mail list. As you know, Dolsten has agreed to be a press 


contact. No word back yet from Stoffels. 


FC 


From: Fauci, Anthony (NIH/NIAID) [E] b6 
Sent: Tuesday, April 14, 2020 9:44 PM 
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To: Johnson, Carolyn <Carolynjohnson@washpost.com> 

Ce: Collins, Francis (NIH/OD) [E] b6 Lane, Cliff (NIH/NIAID) [E] bé Billet, 
Courtney (NIH/NIAID) [E] b6 ; Conrad, Patricia (NIH/NIAID) [E] v6 

Subject: RE: Washington Post 


Carolyn: 

Thanks for the note. | understand that you will be hearing from Francis Collins on the Public Private 
Partnership (PPP) that we have put together to combine the resources and assets of industry and the 
academic community that is largely supported by NIH, particularly NIAID in the context of COBID-19. It is the 
functional equivalent of a National Strategy. We at NIAID and to some extent other institutes are leveraging 
our vast clinical trials networks that we built for other infectious diseases, particularly, but not exclusively 
HIV/AIDS, to provide the capacity to conduct clinical trials (NIH-sponsored as well as industry-sponsored) for 
both vaccines and therapeutics for COVID-19, For your interest, | am attaching a copy (not yet released) of 
the NIAID Strategic Plan for COVID-19 Research. It is an outline that will be supplemented with an 
implementation plan. 

Best regards, 
Tony 


From: Johnson, Carolyn <Carolyn.Johnson@washpost.com> 
Sent: Tuesday, April 14, 2020 10:23 AM 

To: Fauci, Anthony (NIH/NIAID) [E] b6 

Subject: Washington Post 


Dear Tony, 

Is there a national strategy at the task force level to coordinate clinical research efforts nationally? We have heard lots 
of complaints that there isn’t a national strategy. | talked to Cliff Lane about this, but we want to give you the chance to 
respond, 

Carolyn 


Carolyn Johnson 
Washington Post 
b6 (desk) 
b6 (cell) 


COLL0000018308 


From: Tabak, Lawrence (NIH/OD) (E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=02E 22836B5FF4E9988E3770CFC7EE770-TABAKL] 


Sent: 2/10/2021 9:29:29 PM. 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

Subject: FW: CONFIRMED: Meeting Request: ACTIV FUNDING RE: USG COVID-19 Therapeutics - ASFR Contract/Budget Prep 


Attachments: 21-02-10_OWS Tx Budget Summary v2.pptx 
Flag: Follow up 


Kevin sent me this as a prep for our meeting tomorrow at 11:30. 


Larry 

From: "Bugin, Kevin" < v6 

Date: Wednesday, February 10, 2021 at 3:45 PM 

To: "Shapiro, Neil (NIH/OD) [E]" <nei b6 "Johnson, Martin S. (NIH/NIAID) [E]" 

< b6 "Kelly, Andy (NIH/NCATS) [E]" < b6 "Allen, Lina (NIH/NHLBI) 
(E]"< b6 "Kelly, Andy (NIH/NCATS) [E]" < b6 "Espinoza, Tasha (NIH/OD) 
(E]"< b6 “Embry, Alan (NIH/NIAID) [E]" < b6 “Rutter, Joni 
(NIH/NCATS) [E]" < b6 “Adam, Stacey (FNIH) [T]"< b6 “Menetski, Joseph 
(FNIH) [T]" < b6 

Cc; "Tabak, Lawrence (NIH/OD) [E]" < b6 "Lane, Cliff (NIH/NIAID) [E]" 

< b6 "Patterson, Amy (NIH/NHLBI) [E]" < b6 “Burrus-Shaw, Cyndi 
(NIH/OD) [E]" < b6 “Tumkur, Avinash" < b6 


Subject: RE: CONFIRMED: Meeting Request: ACTIV FUNDING RE: USG COVID-19 Therapeutics - ASFR 
Contract/Budget Prep 


Hi all, 
Attached please find a few slides that detail the therapeutics budget for the Operation along with a breakdown for our 
clinical trials. The final slide lays out the evolving process for requesting funding. This was developed based off of this 


week's ASFR tracker and the updates received from Lester regarding recent funding approvals. 


It would be great if you could review and validate that it appears accurate. If it is inaccurate then we should review the 
ASFR budget tracker and make sure it is updated appropriately. 


Defer to Dr. Tabak and his leadership in the meeting scheduled for tomorrow but | would imagine you could pull out 
slide 3 from the attached and use it in the briefing to Dr. Kessler so he can see the full picture. 


Thanks, 

Kevin 

From: Simon, Dina (NIH/OD) [C] < b6 

Sent: Wednesday, February 10, 2021 3:07 PM 

To: Bugin, Kevin < b6 Shapiro, Neil K (NIH) < b6 Embry, Alan C (NIH) 

< b6 Johnson, Martin S (NIH) < b6 Rutter, Joni L (NIH) 

< b6 Kelly, Andy D (NIH) < b6 Allen, Lina L (NIH) < b6 Adam, 
Stacey J (NIH) < b6 Menetski, Joseph M (NIH) < b6 

Cc: Lane, Henry C (NIH) < b6 Patterson, Amy (NIH) < b6 Burrus-Shaw, Cyndi R 
(NIH) < b6 


Subject: CONFIRMED: Meeting Request: ACTIV FUNDING RE: USG COVID-19 Therapeutics - ASFR Contract/Budget Prep 


COLL0000018314 


Thanks for providing your availability. The meeting is confirmed for tomorrow, Thursday, February 11" from 11:30 AM 
= 12:15 PM. 


Dina E 

From: "Simon, Dina (NIH/OD) [C]" 6 

Date: Wednesday, February 10, 2021 at 10:41 AM 

To: "Bugin, Kevin (FDA/CDER)" < b6 gov>, "Shapiro, Neil (NIH/OD) [E]" 

< b6 "Embry, Alan (NIH/NIAID) [E]" < b6 "Johnson, Martin S. 
(NIH/NIAID) [E]" b6 >, "Rutter, Joni (NIH/NCATS) [E]" < b6 "Kelly, 
Andy (NIH/NCATS) [E]" < b6 “Allen, Lina (NIH/NHLBI) [E]" < b6 “Adam, 
Stacey (FNIH) [T]" b6 >, "Menetski, Joseph (FNIH) [T]" b6 

Ce: "Lane, Cliff (NIH/NIAID) [E]" b6 >, "Patterson, Amy (NIH/NHLBI) [E]" 


b6 Burrus-Shaw, Cyndi (NIH/OD) [E]"< b6 
Subject: Meeting Request: ACTIV FUNDING RE: USG COVID-19 Therapeutics - ASFR Contract/Budget Prep 


Good morning, 
| hope this email finds you well. 


In continuation of Dr. Tabak’s email, please provide your availability using the doodle link below. 


httes://d¢ Kk 
Thank you, 
Dina 
From: Tabak, Lawrence (NIH/OD) [E° b6 
Sent: Wednesday, February 10, 2021 8:24 AM 
To: Bugin, Kevin < b6 Shapiro, Neil K (NIH) b6 ; Embry, Alan C (NIH) 
b6 Johnson, Martin S (NIH) < b6 Rutter, Joni L (NIH) 

b6 >; Kelly, Andy D (NIH) b Allen, Lina L (NIH) b Adam, 
Stacey J (NIH) v6 >; Menetski, Joseph M (NIH) b6 
Ce: Collins, Francis S (NIH) b6 >; Lane, Henry C (NIH) b6 >} Patterson, Amy (NIH) 
b Burrus-Shaw, Cyndi R (NIH) b6 Simon, Dina M (NIH) 

b6 ] 


Subject: RE: ACTIV FUNDING RE: USG COVID-19 Therapeutics - ASFR Contract/Budget Prep 
Importance: High 


Colleagues, 

Francis has asked me to engage all of you as a group to make sure that we have a complete inventory of everything 
we have asked for (in the queue) to ensure that we are not missing anything that we anticipated was already 
covered. In that way, we will be able to identify those things that still need to be requested. 

| hope we can arrange a zoom call (45 minutes, but hopefully we can do what we need to in 30 min?) to do this 
expeditiously. Any flexibility you may offer in helping us schedule would be greatly appreciated. If | have left 


anyone out, please forward the invite to them (and cc me so! know they are joining). 


Larry 


COLL0000018314 


COLL0000018314 


From: 
Sent: 
To: 


cc: 


Subject: 


b6 [ bé6 
4/15/2020 11:37:03 AM 
Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 
Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d345Seaf14854c83f41d84-freiremc]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 
Re: [EXTERNAL] Progress of the partnership 


Sounds great 
Many thanks 


Sent from my iPhone 


On Apr 15, 2020, at 04:13, Collins, Francis (NIH/OD) [E] < b6 wrote: 


Hey there 6 


| totally agree with connecting as much as possible with the Europeans and Brits. We've reached out to 
Jeremy Farrar and Patrick Vallance and built a strong connection with the UK COVID therapeutics 
effort. And John Young of Roche (our Preclinical WG co-chair) is involved in the IMI preclinical effort, 
which involves a call for compounds to submit to large-scale screening at the Rega Institute at the 
University of Leuven in Belgium. 


Best, Francis 


From: b6 b6 

Sent: Tuesday, April 14, 2020 3:27 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Ce: Freire, Maria (FNIH) [T] < b6 Wholley, David (FNIH) [T] < b6 


Subject: Re: [EXTERNAL] Progress of the partnership 


Hi Francis 
Thanks for the note . 


Happy to support this exciting alliance initiatives in appropriate interviews w quality journals . | have 
been quite active in media to underline the role of science to find a long lasting medical solution 
urgently to stop the pandemic 


Let’s use HEVER to see if we can make this ACTIV as the preeminent Covid science alliance and pull in 
additional participation. 

For HEVER it is often initiatives that go beyond USA that engages the entire group including EMEA . How 
can we link in EU to this ? | noted you did invite EU groups in previous meetings , how do we extend it 
into the future ? EMEA, IMI or Wellcome Trust? 


Best 
bé 


COLL0000018316 


Sent from my iPhone 


On Apr 14, 2020, at 15:07, Collins, Francis (NIH/OD) [E] v6 wrote: 


Hey b6 


The public-private partnership on COVID-19, now dubbed ACTIV (for Accelerating 
COVID-19 Therapeutic Interventions and Vaccines) is off to a quick and action-oriented 
start — all four working groups have now met and are already hard at work, ably 
supported by FNIH. | reattach the output from the inaugural meeting just 11 days ago, 
and the rosters of the working groups. Thanks for providing excellent participants from 
Pfizer. 


The press has got wind of this and is interested in writing something about how all the 
sectors are getting together to enhance progress. | think these will be very positive 
stories. |s it OK if | send an occasional reporter your way for a comment? 


| also understand that you are convening a Hever group in the next week or so to discuss 
ways to optimize the COVID-19 response. If there are Hever members that would like to 
join ACTIV and haven't already done so, we would welcome their participation. | hear 
that some senior industry scientists are feeling overburdened with a great number of 
these planning groups springing up. | think at this point that ACTIV may have the best 
chance to achieve real progress, given the wide involvement of industry, NIH, BARDA, 
and FDA—as well as skillful and muscular staff leadership from David Wholley and the 
whole FNIH team, supplemented by additional experienced staff from Deloitte. 


Many thanks for all you are doing for the cause. (b) (6) 
(b) (6) 


Francis 


<FNIH Covid 19 meeting April 03 2020 notes.docx> 
<Covid Working Group Rosters - MASTER.pdf> 


COLL0000018316 


From: Fauci, Anthony (NIH/NIAID) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=DF38103D75134F658AE2D356F0396B94-AFAUCI] 


Sent: 2/11/2021 1:29:58 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

Subject: RE: ACTIV-€ trial 

Flag: Follow up 

Francis: 

Let me know when you want to discuss this. Looks like ACTIV-6 is an important study that should be 

pursued, 

Thanks, 

Tony 

From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Wednesday, February 10, 2021 11:05 AM 

To: Fauci, Anthony (NIH/NIAID) [E] < b6 

Cc: Lane, Cliff (NIH/NIAID) [E] < b6 Wholley, David (FNIH) [T] < b6 


Subject: ACTIV-6 trial 

Hi Tony, 

Attached is the ACTIV-6 trial design for a protocol to test oral agents for outpatients with a recent diagnosis of 
COVID-19. Initially this could be launched for ivermectin, ©®.®® . and fluvoxamine, but other oral agents 


could be added. (&) (4). (&) ) 
(b) (4). (b) (5) 


Tx, Francis 


COLL0000018337 


From: 


Sent: 
To: 


cc; 
Subject: 
Location: 


Start: 
End: 


Melencio, Cheryl (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 

(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=279E 14FA7428415BB86087D08B628E6F-MELENCIOC]) 

4/15/2020 6:09:29 PM 

Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Adam, Stacey (FNIH) [T] 

[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Alvarez, Rosa 

[ b6 Anderson, Margaret [ b6 Gonzalez, Nina 

[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; James, 

Stephanie (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf795 77e2aa8d1-jamesst]; Kim, Elizabeth 

[ b6 Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1afS2dc4a427ea3d34f1e072f8cb7-menetskijp]; Santos, Michael (FNIH) 

[7] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e 18ef4cc6952f65f80-santosmr]; Stratton, Ben 

[ b6 Tolman, Brett [ b6 Tountas, Karen (FNIH) (T] 

[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6fle46f5b750753cd5a14f93-tountaskh]; Wachtel, Jonathan 
b6 J; Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Wood, Gretchen (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5d1e0e1a8f76c1f-woodgs]) 


Pre-call for ACTIV Leadership Meeting 
see webex below 


4/20/2020 3: 
4/20/2020 4: 


Show Time As: Tentative 


Required Collins, Francis (NIH/OD) [€]; Adam, Stacey (FNIH) [T]; Alvarez, Rosa; Anderson, Margaret; Gonzalez, Nina; James, 
Attendees; Stephanie (FNIH) [T]; Kim, Elizabeth; Menetski, Joseph (FNIH) [T]; Santos, Michael (FNIH) [T]; Stratton, Ben; Tolman, 
Brett; Tountas, Karen (FNIH) [T]; Wachtel, Jonathan; Wholley, David (FNIH) [T) 
Optional Wood, Gretchen (NIH/OD) [E] 
Attendees: 
Do not delete or change any wf the xt. 
Join Webex meeting 
Meeting number (access code) b6 Meeting password: b6 


Join from a video system or application 


Dial b6 


webe: 


You can also dial b6 and enter your meeting number. 


Join by phone 
Tap to call in from a mot 


b6 
Global c: 


device (attendees only} 
Call-in toll number (US/Canada) 
AuMibers 


Join using Microsoft Lync or Microsoft Skype for Business 


COLL0000018343 


@lync.webex, 


re to view host information 


If you are a host, go ? 


COLL0000018343 


From: Steve Paul [ b6 


Sent: 4/15/2020 8:03:17 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

cc: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d67 7257-wholleyd] 

Subject: Re: ALERT ON FORTHCOMING STORY 


Thanks for the heads up Francis , 


| hope we ( you ) can turn a potentially negative story into a very positive story | The concept of getting the public sector 
(NIH, FDA etc. ) in lockstep with the private sector ( big and small biopharmaceutical companies ) to focus on the rapid 

“ discovery “ and testing of antivirals , vaccines , ARDS therapies , etc. in real time is a brilliant idea .... in fact in my 
opinion it really couldn’t be done without a true public : private partnership .... We should not be bashful .... in fact very 
bold about how this will provide not only a coherent strategy , but importantly a coordinated plan of attack to respond 
not only to the current crisis but preemptively to future pandemics ! 


Steve 


Steve Paul, M.D. 
CEO and Chairman 


Karuna Therapeutics, Inc. 
33 Arch Street, Suite 3110 
Boston, MA 02110 
Direct: b6 

Cell: b6 


www. karunaTx.com 


On Apr 15, 2020, at 3:45 PM, Collins, Francis (NIH/OD) [E] < b6 wrote: 


Dear ACTIV colleagues (that’s all of you in the bcc line): 


It appears that an announcement about our fast-moving public-private partnership (now known as 
ACTIV, for Accelerating COVID-19 Therapeutic Interventions and Vaccines) will need to happen a bit 
sooner than we had originally planned. A national reporter is writing on the lack of a coherent strategy 
for clinical trials related to COVID-19. We are seeking to try to avert a negative story and make sure the 
reporter is aware of all the work underway to develop a coordinated research response on COVID-19 
and future pandemics. This is a quick heads up that some details about ACTIV will likely appear in the 
press rather soon. We will share any press reports as they appear. 


Best regards, Francis 


COLL0000018350 


From: Menetski, Joseph (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=5001AFS2DC4A427EA3D34F 1E072F8CB7-MENETSKIJP] 


Sent: 1/14/2021 9:40:38 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

ce Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d55 1d1d3455eaf14854c83f41d84-freiremc] 

Subject: RE: variant effort 

Attachments: SIG synergy with ACTIV variant efforts 1 14 2021.potx 


Hi Francis, 


Dan and! have been working on a set of slides and have a draft that has been reviewed by he, Ruben Donis (BARDA) and 
|. These have been sent to Emily and John Mascola and we are awaiting their thoughts. 


So, these may change in some detail (when we get more feedback from Emily and John), but we would really like your 
thoughts on the description and if this helps clarify the proposed relationship between these efforts. 


Best regards, 


Joe 

From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Thursday, January 14, 2021 4:32 PM 

To: Menetski, Joseph (FNIH) [T] < b6 
Cc: Wholley, David (FNIH) [T] < b6 


Subject: FW: variant effort 
Hi Joe, 


See below. Janet is anxious to push forward. How goes the merger with SCIRAM?. 


Francis 

From: Woodcock, Janet b6 
Sent: Thursday, January 14, 2021 4:12 PM 
To: Collins, Francis (NIH/OD) [E] b6 


Subject: variant effort 


How do we talk about the SCIRAM effort and its relationship to what you want to do with ACTIV? | think | can get some 
funding but will need to explain. jw 


COLL0000018364 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 4/15/2020 11:29:16 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabce42247548e596778304f781-austinc]; Lane, Cliff (NIH/NIAID) [E] 
[/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d55 1d1d345Seaf14854c83f41d84-freiremc]; Parker, Ashley (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras] 

Subject: FW: Formal Summary from ACTIV TX-Clinical WG Agent Prioritization Subgroup - 1st Meeting 

Attachments: ACTIVPrioritizationCriteria-v2.xlsx; 2020-04-14 _TX-Clinical_WG_Agent_Prioritization_Subgroup_Summary.pdf 


From Tuesday’s TX-Clinical WG Agent Prioritization Subgroup meeting 


COLL0000018367 


From: Daniel Skovronsky [ b6 


Sent: 4/16/2020 1:44:05 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

cc: Myles, Renate (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Meltzer, Abbey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c341d86cf7404a78ac8f852e698e5382-meltzerak]; Nicole S Hebert 
[ b6 

Subject: RE: Need to know how to reach your comms contacts 


Flag: Follow up 
Thanks Francis. 
Renate & Abbey please contact Nicole Hebert, cc’d here for press release review 


Best 
Dan 


From: Collins, Francis (NIH/OD) [E] < be 

Sent: Wednesday, April 15, 2020 9:39 PM 

To: Collins, Francis (NIH/OD) [E] <coll b6 

Cc: Myles, Renate (NIH/OD) [E] < b6 Parker, Ashley (NIH/OD) [E] < b6 Burklow, 
John (NIH/OD) [E] < b6 Wholley, David (FNIH) [T] < v6 Meltzer, Abbey (FNIH) [T] 

< b6 

Subject: [EXTERNAL] Need to know how to reach your comms contacts 

Importance: High 


EXTERNAL EMAIL: Use caution before replying, clicking links, and opening attachments. 
Dear ACTIV colleagues (once again, that’s you in the bec line): 
As | mentioned earlier today, we would like to announce the plans for a public-private partnership as expeditiously as 
possible. Please provide the name of the most appropriate communication contact from your company so that we may 
share a draft of the embargoed press release for your review. Please send the contact information to Renate Myles at 


and Abbey Meltzer b6 ) this evening, if possible. 


Many thanks, Francis 


COLL0000018370 


From: Priestley, Catherine [ b6 


Sent: 4/16/2020 9:53:11 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

Subject: FW: Need to know how to reach your comms contacts 

Flag: Follow up 

Hi Francis 

Please could you include myself for AstraZeneca. My contact details are below 

Thanks 

Catherine 


Dr Catherine Priestley, PhD 
Head of BioPharmaceuticals R&D Communications 


AstraZeneca 
Global Corporate Affairs 
da Vinci Building, Melbourn Science Park, Cambridge 


Tel b6 
v6." 


Please consider the environment before printing this e-mail 


Begin forwarded message: 


From: "Collins, Francis (NIH/OD) [E]" v6 

Date: 16 April 2020 at 02:38:50 BST 

To: "Collins, Francis (NIH/OD) [E]" b6 

Ce: "Myles, Renate (NIH/OD) [E]" < b6 >, “Parker, Ashley (NIH/OD) [E]" 

< b6 “Burklow, John (NIH/OD) [E]" b6 >, "Wholley, David (FNIH) 
(T)" b6 >, "Meltzer, Abbey (FNIH) [T]" b6 


Subject: Need to know how to reach your comms contacts 


Dear ACTIV colleagues (once again, that’s you in the bcc line): 


As | mentioned earlier today, we would like to announce the plans for a public-private partnership as 
expeditiously as possible. Please provide the name of the most appropriate communication contact 
from your company so that we may share a draft of the embargoed press release for your review. Please 
send the contact information to Renate Myles at b6 and Abbey Meltzer 

b6 this evening, if possible. 


Many thanks, Francis 


AstraZeneca UK Limited is a company incorporated in England and Wales with registered number:03674842 and its registered office at 1 Francis Crick 
Avenue, Cambridge Biomedical Campus, Cambridge, CB2 0AA. 


This e-mail and its attachments are intended for the above named recipient only and may contain confidential and privileged information. If they have 
come to you in error, you must not copy or show them to anyone; instead, please reply to this e-mail, highlighting the error to the sender and then 
immediately delete the message. For information about how AstraZeneca UK Limited and its affiliates may process information, personal data and 
monitor communications, please see our privacy notice at www. astrazeneca con: 
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From: Fauci, Anthony (NIH/NIAID) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=DF38103D75134F658AE2D356F0396B94-AFAUCI] 


Sent: 2/11/2021 10:55:32 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

Ls Barasch, Kimberly (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ea5fad4c5264f80b7daee4982ae495f-baraschk] 

Subject: RE: ACTIV-6 trial 


| have open time from 12:30 to 1:30 PM today (Thursday) and will be in my office. 


From: Collins, Francis (NIH/OD) [E] < v6 
Sent: Wednesday, February 10, 2021 11:15 PM 
To: Fauci, Anthony (NIH/NIAID) [E] < b6 


Subject: RE: ACTIV-6 trial 


Yeah, we need to strategize. I'll be at NIH all day tomorrow — would you be around between noon and 1 pm? 


FC 

From: Fauci, Anthony (NIH/NIAID) [E] b6 
Sent: Wednesday, February 10, 2021 8:30 PM 

To: Collins, Francis (NIH/OD) [E] b6 iu 


Subject: RE: ACTIV-6 trial 


Francis: 
Let me know when you want to discuss this. Looks like ACTIV-6 is an important study that should be 
pursued, 
Thanks, 
Tony 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Wednesday, February 10, 2021 11:05 AM 

To: Fauci, Anthony (NIH/NIAID) [E] > 

Ce: Lane, Cliff (NIH/NIAID) [E] ” ’6 >; Wholley, David (FNIH) [T] b6 
Subject: ACTIV-6 trial 


Hi Tony, 
Attached is the ACTIV-6 trial design for a protocol to test oral agents for outpatients with a recent diagnosis of 
COVID-19. Initially this could be launched for ivermectin, ©®-©® and fluvoxamine, but other oral agents 


could be added. (&) @), &) GS) 
(©) @). &) (5) 
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Tx, Francis 


COLL000001838: 


From: Patterson, Amy (NIH/NHLBI) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AFAD1CA74B3E449D8B4F3191D65BB70F-PATTERSA] 

Sent: 1/23/2021 9:04:48 PM 

To: Austin, Christopher (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabe422475 48e596778304f781f-austinc]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabaki]; Collins, Francis (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf}; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Wholley, David (FNIH) (T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257 -wholleyd] 


ce: Gibbons, Gary (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b71b953b50a5495ca0f2869ab13bc407-gibbonsgh] 
Subject: RE: MORE GOOD NEWS 


Great — thanks, Chris. 


From: Austin, Christopher (NIH/NCATS) [E] < b6 

Sent: Saturday, January 23, 2021 4:03 PM 

To: Patterson, Amy (NIH/NHLBI) [E] < b6 Tabak, Lawrence (NIH/OD) [E] 

< b6 Collins, Francis (NIH/OD) [E] < b6 Lane, Cliff (NIH/NIAID) [E] 
< b6 Freire, Maria (FNIH) [T] < b6 Wholley, David (FNIH) [T] < b6 
Cc: Gibbons, Gary (NIH/NHLBI) [E] < b6 


Subject: RE: MORE GOOD NEWS 
Thanks Amy, indeed good news. 
I’ve asked the ACTIV-1 team for their view on impact on that trial. This is outpatient and ACTIV-1 is inpatient, but 


clinicians may want to use it in inpatients nonetheless. | also asked the N3C team to look at ©.©® to see if we can 
reproduce this result in that dataset. 


From: Patterson, Amy (NIH/NHLBI) [E] < b6 

Sent: Saturday, January 23, 2021 3:59 PM 

To: Tabak, Lawrence (NIH/OD) [E] < b6 Collins, Francis (NIH/OD) [E] < b6 

Austin, Christopher (NIH/NCATS) [E] < b6 Lane, Cliff (NIH/NIAID) [E] < b6 Freire, 
Maria (FNIH) [T] < b6 Wholley, David (FNIH) [T] < b6 

Cc: Gibbons, Gary (NIH/NHLBI) [E] < b6 


Subject: RE: MORE GOOD NEWS 


Thought to act as an immunomodulator 


From: Tabak, Lawrence (NIH/OD) [E] < b6 

Sent: Saturday, January 23, 2021 3:47 PM 

To: Patterson, Amy (NIH/NHLBI) [E] < b6 Collins, Francis (NIH/OD) [E] < b6 

Austin, Christopher (NIH/NCATS) [E] < b6 Lane, Cliff (NIH/NIAID) [E] b6 Freire, 
Maria (FNIH) [T] < b6 Wholley, David (FNIH) [T] < b6 

Ce: Gibbons, Gary (NIH/NHLBI) [E] < b6 


Subject: Re: MORE GOOD NEWS 


COLL0000014266 


Any understanding of the mechanism? 
Thanks 
Larry 


From: "Patterson, Amy (NIH/NHLBI) [E]" b6 

Date: Saturday, January 23, ee at 3:45 PM 

To: Francis Collins , "Tabak, Lawrence (NIH/OD) [E]" < b6 

"Austin, Christopher IRIS [E]" b6 , "Lane, Cliff (NIH/NIAID) [E]" 
b6 "Freire, Maria (FNIH) [T]" b6 ,"Wholley, David (FNIH) [T]" 
b6 

Ce: "Gibbons, Gary (NIH/NHLBI) [E]" b6 

Subject: MORE GOOD NEWS 


Some more good news — this time coming from international trial, COLCORONA that has been run out of the 
Montreal Heart Institute and for which we have supported the US component since March 2020. Their DSMB 
just reviewed trial results from 4159 outpatients with a proven diagnosis of COVID-19 and found that 
colchicine reduced hospitalizations by 25%, the need for mechanical ventilation by 50%, and deaths by 44% - 
compared to placebo. This is a good example of repurposing a well-known generic! 


https://www.globenewswire.com/news-release/2021/01/23/2163109/0/en/Colchicine-reduces-the-risk-of- 
COVID-19-related-complications. html 


Amy 


COLL0000014266 


From: Lane, Cliff (NIH/NIAID) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=2D7E368A3137473BBCE161547A82F2DE-CLANE] 

Sent: 10/30/2020 12:12:46 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Collins, Francis (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabakl]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Austin, Christopher 
(INIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm] 

Subject: ACTIV-3 by date of symptom onset 


Flag: Follow up 


Subgroup analysis based on days since symptom onset is below — please treat as confidential. 


$5 56 28 45 26 1.02 0.48, 2.19 96 -70 
6-8 45 29 §2 27 0.79 0.37, 1.69 55 
a+ so 29 53 28 1,10 0.55, 2.19 79 
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From: Anderson, James (NIH/OD} [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=73143D1860BC42458BE254CA21573B23-ANDERSONJM] 

Sent: 10/30/2020 1:01:47 PM 

To: Lane, Cliff (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d67 7257-wholleyd]; Collins, Francis (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabakl]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d55 1d1d345Seaf14854c83f41d84-freiremc]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabce42247548e5967 78304f781f-austinc]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras] 


Subject: RE: ACTIV-3 by date of symptom onset 

) G6) 
Jim ~ ~ 
From: Lane, Cliff (NIH/NIAID) [E] < b6 
Sent: Friday, October 30, 2020 8:13 AM 
To: Wholley, David (FNIH) [T] < b6 Collins, Francis (NIH/OD) [E] < b6 Tabak, 
Lawrence (NIH/OD) [E] < b6 Freire, Maria (FNIH) [T] < b6 Austin, Christopher 
(NIH/NCATS) [E] < b6 Parker, Ashley (NIH/OD) [E] < b6 Anderson, James 
(NIH/OD) [E] < b6 


Subject: ACTIV-3 by date of symptom onset 
Subgroup analysis based on days since symptom onset is below — please treat as confidential. 


Table 6.6: Subgroup Analyses for the Day 5 Ordinal Pulmonary Outcome 


Group A Group 8 Proportional Odds *) 
No. Score? No. Score®* OR 


| Days since symptom onset | 
| <5 6B 8628045448, 21996 7m | 
| 68 4 29 82 27 079 037.169 88 | 
| 9% 5 829 832.100.552.199 | 


COLL0000014278 


From: Austin, Christopher (NIH/NCATS) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=17597CABC42247548E596778304F781F-AUSTINC] 

Sent: 10/30/2020 2:12:00 PM 

To: Anderson, James (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Lane, Cliff (NIH/NIAID) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Collins, Francis (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Parker, Ashley (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras] 

Subject: RE: ACTIV-3 by date of symptom onset 


Remarkably similar announcement just out from Regeneron about their inpatient trial. Note “safety signal”, so being 
stopped not just for futility. 


REGENERON 


October 30, 2020 at 9:12 AM EDT 


REGN-COV2 INDEPENDENT DATA MONITORING 
COMMITTEE RECOMMENDS HOLDING 
ENROLLMENT IN HOSPITALIZED PATIENTS WITH 
HIGH OXYGEN REQUIREMENTS AND CONTINUING 
ENROLLMENT IN PATIENTS WITH LOW OR NO 
OXYGEN REQUIREMENTS 


TARRYTOWN, N.Y., Oct. 30, 2020 /PRNewswire/ -- 


Back 


The IDMC also recommends continuation of enrollment in the REGN-COV2 outpatient trial 


Regeneron Pharmaceuticals, Inc. (NASDAQ: REGN) received today a recommendation from 

the independent data monitoring committee (IDMC) for the REGN-COV2 antibody cocktail treatment trials 
for COVID-19 that the current hospitalized patient trial be modified. Specifically, based on a potential 
safety signal and an unfavorable risk/benefit profile at this time, the IDMC recommends further enrollment 
of patients requiring high-flow oxygen or mechanical ventilation be placed on hold pending collection and 
analysis of further data on patients already enrolled. The IDMC also recommends continuing enrollment of 
hospitalized patients requiring either no or low-flow oxygen as the risk/benefit remains acceptable in these 
cohorts. Finally, the IDMC recommends continuation of the outpatient trial without modification. 


Regeneron remains blinded to the data and is implementing the IDMC recommendations. Regeneron is 


also informing the U.S. Food and Drug Administration, which is currently evaluating REGN-COV2 for a 
potential Emergency Use Authorization in mild-to-moderate outpatients at high risk for poor outcomes. 


COLL0000014279 


Regeneron is also sharing the recommendation with the independent committee monitoring the 
RECOVERY trial in the UK, which is evaluating REGN-COV2 in hospitalized patients. 


From: Anderson, James (NIH/OD) [E] < b6 
Sent: Friday, October 30, 2020 9:02 AM 
To: Lane, Cliff (NIH/NIAID) [E] < b6 Wholley, David (FNIH) [T] < b6 Collins, Francis 
(NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 Freire, Maria (FNIH) [T] 
< b6 Austin, Christopher (NIH/NCATS) [E] < b6 Parker, Ashley (NIH/OD) [E] 
< b6 
Subject: RE: ACTIV-3 by date of symptom onset 

(6) S) 
Jim 
From: Lane, Cliff (NIH/NIAID) (E] b6 > 
Sent: Friday, October 30, 2020 8:13 AM 
To: Wholley, David (FNIH) [T] b6 Collins, Francis (NIH/OD) [E] b6 Tabak, 
Lawrence (NIH/OD) [E] < v6 Freire, Maria (FNIH) [T] < b6 Austin, Christopher 
(NIH/NCATS) [E] b6 Parker, Ashley (NIH/OD) [E] b6 >; Anderson, James 
(NIH/OD) [E] b6 > 


Subject: ACTIV-3 by date of symptom onset 
Subgroup analysis based on days since symptom onset is below — please treat as confidential. 


Table 6.6: Subgroup Analyses for the Day 5 Ordinal Pulmonary Outcome 


Group A Group B Proportional Odds ®) 
Baseline Subgroup No. Score No. Score” OF 


Ra? braaamed 


| Days since symptom onset™ | 
(ss 5 2804S siGKCiSO?SsiB ID HC(ti«C*TO 

| 68 & 29 52 27 O79 037,169 85 

| os 5 29 83 28 10 055219 .79 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 10/30/2020 2:45:18 PM 

To: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854¢83f41d84-freiremc]; Tabak, Lawrence (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836bSff4e9988e3770cfc7ee770-tabakl]; Collins, Francis (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 


ce: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e 1cf101c0943414-adamsj4] 
Subject: FW: Input Needed: Congressional RFI - SENATE SD Delegation on SAb 


FYI, more on SAB 


From: Adam, Stacey (FNIH) [T] < b6 

Sent: Friday, October 30, 2020 9:45 AM 

To: Wholley, David (FNIH) [T] < b6 Freire, Maria (FNIK) [T] < b6 Menetski, Joseph 
(FNIH) [T] < b6 


Subject: FW: Input Needed: Congressional RFI - SENATE SD Delegation on SAb 
Importance: High 


FYI 
Stacey J, Adam, PhD 


Director, Cancer 
Research Partnerships 


Direct: b6 Mobiled 

From: Erhardt, William (HHS/IOS) < b6 

Sent: Friday, October 30, 2020 9:28 AM 

To: Erlandson, Karl (OS/ASPR/BARDA) < b6 Armstrong, Kimberly (OS/ASPR/BARDA) 
b6 >; Adam, Stacey (FNIH) [T] b6 


Subject: FW: Input Needed: Congressional RFI - SENATE SD Delegation on SAb 
Importance: High 


Karl and Kim, 


| thought | would kick this off, See my proposed answers below in red text below. Please edit and add as appropriate. | 
have also copied Stacey Adam to get her input. 


Bill 


From: Teyhen, Deydre (HHS/IOS) < b6 

Sent: Friday, October 30, 2020 9:00 AM 

To: Erlandson, Karl (OS/ASPR/BARDA) < b6é Armstrong, Kimberly (OS/ASPR/BARDA) 
< b6 Erhardt, William (HHS/1OS) b6 

Cc: Bugin, Kevin (FDA/CDER) < b6 

Subject: RE: Input Needed: Congressional RFI - SENATE SD Delegation on SAb 


COLL0000014281 


Team 
3 follow-on questions for SAb — please provide a response by noon. 


STAY FIT! 
COL Deydre Teyhen 


COL Deydre S. Teyhen, DPT, PhD | Operation Warp Speed} Office: ( b6 | Cellular: b6 | HHs E- 
mail: b6 | DoD E-mail: b6 | 


Do not forward this message without the authorization of the sender. The information contained in this e-mail and any 
accompanying attachments may contain Freedom of Information Act / Privacy Act protected information, including pre-decisional 
and/or proprietary information. Sharing this information without permission could violate U.S. criminal law. If you are not the 
intended recipient of this information, any disclosure, copying, distribution, or the taking of any action in reliance of this information 
is strictly prohibited. If you received this email in error, please notify this office immediately by return e-mail so that appropriate 
corrective action can be taken. 


From: Mack, MAJ Aimee (HHS/IOS) < b6 

Sent: Friday, October 30, 2020 8:58 AM 

To: Teyhen, Deydre (HHS/IOS) < v6 

Subject: RE: Input Needed: Congressional RF! - SENATE SD Delegation on SAb 


Ma’am, 


For my understanding of the process, which | will convey to Senator Rounds: 

e Can you explain if the required submissions are provided as a package or as discrete items? ~The remaining 
items needed to activate the Sab product in the ACTIV trial are expected to be provided as discrete items when 
they are available. 

* Can you give me an idea of what the “finalized documentation” is? An example of “finalized documentation” 
would be a completed protocol appendix, containing all the information required for a new product to join the 
protocol in a format that is suitable for submission to the FDA for approval. 

¢ Can you tell me how long it typically takes for ACTIV steering committee approval, once documentation is 
submitted for review? Further action or approval on the part of the ACTIV steering committee is not required for 
the Sab product. 


Lets tentatively plan for a meeting with SEN Rounds and Dr. Woodcock for next week. Can you let me know what 
dates/times work for her? 


Very respectfully, 
Aimee 


MAJ Aimee A. Mack 

Operation Warp Speed 

Chief, Legislative Affairs 

Hubert H. Humphrey Building, Suite 745G 
200 Independence Ave SW 

Washington 0.C. 20201 

HHS Email: b6 

Office: v6 


COLL0000014281 


Mobile: b6 
DoD Email: b6 


Do not forward this message without the authorization of the sender. The information contained in this e-mail and any 
accompanying attachments may contain Freedom of Information Act / Privacy Act protected information, including pre- 
decisional and/or proprietary information. Sharing this information without permission could violate U.S, criminal 

law. If you are not the intended recipient of this information, any disclosure, copying, distribution, or the taking of any 
action in reliance of this information is strictly prohibited. if you received this email in error, please notify this office 
immediately by return e-mail so that appropriate corrective action can be taken. 


From: Teyhen, Deydre (HHS/IOS) < b6 
Sent: Tuesday, October 27, 2020 8:48 AM 
To: Mack, MAJ Aimee (HHS/IOS) < b6 


Subject: FW: Input Needed: Congressional RFI - SENATE SD Delegation on SAb 


Janet has agreed to talk with the members/staffers directly — if requested. 


STAY FIT! 

COL Deydre Teyhen 

COL Deydre S. Teyhen, DPT, PhD | Operation Warp Speed| Office: b6 | Cellular: b6 | HHS E- 
mail: b6 | DoD E-mail: b6 Gi 


Do not forward this message without the authorization of the sender. The information contained in this e-mail and any 
accompanying attachments may contain Freedom of Information Act / Privacy Act protected information, including pre-decisional 
and/or proprietary information. Sharing this information without permission could violate U.S. criminal law. {f you are not the 
intended recipient of this information, any disclosure, copying, distribution, or the taking of any action in reliance of this information 
is strictly prohibited. If you received this email in error, please notify this office immediately by return e-mail so that appropriate 
corrective action can be taken. 


From: Woodcock, Janet < b6 
Sent: Tuesday, October 27, 2020 8:38 AM 
To: Teyhen, Deydre (HHS/IOS) < b6 


Subject: RE: Input Needed: Congressional RFI - SENATE SD Delegation on SAb 


The response sent previously says it all. I'd be happy to talk to the delegation members. Often that helps, to speak to 
the members or staffers directly. There is not a lot we can say beyond what we relayed to them. 


I’m very experienced at talking to enraged members. jw 


From: Teyhen, Deydre (HHS/IOS) < b6 

Sent: Tuesday, October 27, 2020 8:23 AM 

To: Woodcock, Janet < b6 

Ce: Bugin, Kevin < b6 

Subject: Input Needed: Congressional RFI - SENATE SD Delegation on SAb 
Importance: High 


Janet — | would value your input and guidance. 


COLL0000014281 


STAY FIT! 
COL Deydre Teyhen 


COL Deydre S. Teyhen, DPT, PhD | Operation Warp Spee 
mail: b6 _| DoD E-mail: 


b6 | Cellular:( 66 | HHS E- 
Ll 


Do not forward this message without the authorization of the sender. The information contained in this e-mail and any 
accompanying attachments may contain Freedom of Information Act / Privacy Act protected information, including pre-decisional 
and/or proprietary information. Sharing this information without permission could violate U.S. criminal law. Ifyou are not the 
intended recipient of this information, any disclosure, copying, distribution, or the taking of any action in reliance of this information 
is strictly prohibited. If you received this email in error, please notify this office immediately by return e-mail so that appropriate 
corrective action can be taken. 


From: Mack, MAJ Aimee (HHS/IOS) < b6 

Sent: Tuesday, October 27, 2020 8:19 AM 

To: Teyhen, Deydre (HHS/IOS) < b6 

Ce: Shirley, COL Eric (HHS/IOS) < b6 Bugin, Kevin (FDA/CDER) < b6 >; Shinkle, 
Theodore (HHS/IOS) < v6 Hanson, Kimberly (HHS/IOS) < b6 Marder, 
Paul (HHS/IOS) < b6 


Subject: RE: Congressional RFI - SENATE SD Delegation on SAb 


Good morning Ma’am, 


() (4). (&) (5) 


SEN Rounds sits on our Senate Armed Services Committee. 
Very respectfully, 
Aimee 


COLL0000014281 


MAJ Aimee A. Mack 

Operation Warp Speed 

Chief, Legislative Affairs 

Hubert H. Humphrey Building, Suite 7456 
200 Independence Ave SW 

Washington D.C. 20201 


HHS Email: b6 
Office: b6 

Mobile: b6 

DoD Email: b6 


Do not forward this message without the authorization of the sender. The information contained in this e-mail and any 
accompanying attachments may contain Freedom of information Act / Privacy Act protected information, including pre- 
decisional and/or proprietary information, Sharing this information without permission could violate U.S. criminal law. If you 
are not the intended recipient of this information, any disclosure, copying, distribution, or the taking of any action in reliance 
of this information is strictly prohibited. If you received this email in error, please notify this office immediately by return e- 
mail so that appropriate corrective action can be taken. 


From: Teyhen, Deydre (HHS/IOS) < b6 

Sent: Tuesday, October 27, 2020 8:02 AM 

To: Shirley, COL Eric (HHS/IOS) b6 />; Marder, Paul (HHS/IOS) < b6 >; Hanson, 
Kimberly (HHS/IOS) < v6 Mack, MAJ Aimee (HHS/IOS) b6 > 

Cc: Bugin, Kevin (FDA/CDER) < b6 >; Shinkle, Theodore (HHS/IOS) b6 


Subject: RE: Congressional RFI - SENATE SD Delegation on SAb 


Good Morning, 


Nothing has changed since last week when we answered this question. 


(&) 4), (&) (5) 
STAY FIT! 
COL Deydre Teyhen 
COL Deydre S. Teyhen, DPT, PhD | Operation Warp Speed| Office: b6 | Cellular: b6 | HHS E- 
mail: b6 | DoD E-mail: b6 | 


Do not forward this message without the authorization of the sender. The information contained in this e-mail and any 
accompanying attachments may contain Freedom of Information Act / Privacy Act protected information, including pre-decisional 
and/or proprietary information. Sharing this information without permission could violate U.S. criminal law. tf you are not the 
intended recipient of this information, any disclosure, copying, distribution, or the taking of any action in reliance of this information 
is strictly prohibited. If you received this email in error, please notify this office immediately by return e-mail so that appropriate 
corrective action can be taken. 
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From: Shirley, COL Eric (HHS/IOS) b6 
Sent: Tuesday, October 27, 2020 7:58 AM 


To: Teyhen, Deydre (HHS/IOS) —_b6 >; Marder, Paul (HHS/IOS) b6 
Kimberly (HHS/IOS) b6 Mack, MAJ Aimee (HHS/IOS) < b6 
Cc; Bugin, Kevin (FDA/CDER) b6 Shinkle, Theodore (HHS/IOS) < 


Subject: Congressional RFI - SENATE SD Delegation on SAb 


Deydre, 
(©) (4). (©) (5) 


V/R, 

COLS 

ERIC P. SHIRLEY 

Colonel, US Army 

Operation Warp Speed 

Chief of Staff 

HHS (Humphrey Bldg), Rm#729D 
oO: b6 

M: b6 


b6 


; Hanson, 


Do not forward this message without the authorization of the sender. The information contained in this e-mail and any accompanying attachments may 
contain Freedom of Information Act / Privacy Act protected information, including pre-decisional and/or proprietary information. Sharing this information 
without permission could violate US. criminal law. If you are not the intended recipient of this information, any disclosure, copying, distribution, or the 
taking of any action in reliance of this information is strictly prohibited. If you received this email in error, please notify this office immediately by return e- 


mail so that appropriate corrective action can be taken. 
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From: Freire, Maria (FNIH) (T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=8598D551D1D3455EAF14854C83F41D84-FREIREMC] 

Sent: 10/30/2020 3:19:51 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Collins, Francis (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836bSff4e9988e3770cfc7ee770-tabak|] 

Subject: Re: Do you have a moment to chat? 


Thanks David. If 1 understand correctly, the structure is such that the patient will determine which trial to call 
after reading all the information on all trials included in the portal. There will be an 800 number for each trial 
but no central number that provides overall triage/guidance. Is that correct? M. 


From: "Wholley, David (FNIH) [T]" v6 

Date: Friday, October 30, 2020 at 10:43:12 AM 

To: "Collins, Francis (NIH/OD) [E]" b6 , "Tabak, Lawrence (NIH/OD) [E]" 
b6 , "Freire, Maria (FNIH) [T]" < b6 

Subject: FW: Do you have a moment to chat? 


FYI 


From: Kuethe, Christine (OS/ASPR/BARDA) (CTR) < b6 
Sent: Friday, October 30, 2020 10:33 AM 

To; Wholley, David (FNIH) [T] < v6 

Subject: RE: Do you have a moment to chat? 


Please know that the ACTIV leads were given a chance to review the web content for the Combat COVID 
webpages. They didn’t have a lot of turnaround time because we were ina rush to get it up in 3 weeks, but some of 
them provided their comments and revisions. 


In terms of the therapeutic page, the ACTIV leads have been very involved in drafting their study language. Several have 
sent the content to their wider teams for comment and review. 


Every ACTIV trial and the NIH trials that will be included on the therapeutic pages will have a toll-free number attached 
to call for more information. The ACTIV trial callers will go to PPD where they will be vetted and referred to an 
appropriate trial. We are working now with the PPD call center to accommodate callers who may be eligible for co- 
enrollment. The NIH trials will post a phone number or an email address for more information. 

As to health literacy, it’s a concern. Renate is reviewing the content this weekend with that in mind. It’s obviously a 
push/pull situation with scientists who want the text to read one way, and what we know the public can understand, | 
am hopeful that we will find a middle path there. 


As soon as I get a sense of the production timeline to get the therapeutic web pages up, | will let the ACTIV teams know. 


Chris 


From: Wholley, David (FNIH) [T] < b6 
Sent: Thursday, October 29, 2020 11:09 PM 


COLL0000014284 


To: Kuethe, Christine (OS/ASPR/BARDA) (CTR) < v6 
Subject: RE: Do you have a moment to chat? 


I think you are likely right, Francis just has not seen the latest version of the site. The main point of my conversation 
with John and Renate was to offer to get them/you/whomever in touch with a group of site investigators from across 
the ACTIV trials if you wanted that kind of feedback (maybe you are already getting it, | don’t know). | did have two of 
my own questions for John and Renate, which | was not sure they were able to answer. One was whether there are any 
concerns about the level of healthcare literacy of the average user, and therefore any plans not to rely just on providing 
descriptions of the trials, but referring them to one or more 800 numbers that can help them curate their trial 

choices. It gets even more complicated when we have a couple of the trials (ACTIV3 and 4 for example) allowing co- 
enrollment. The other question was whether there was a plan to beta test the whole process for at least a few days in 
one region of the country or with a limited set of users before rolling it out nationally. Just my two cents. 


From: Kuethe, Christine (OS/ASPR/BARDA) (CTR) < b6 
Sent: Thursday, October 29, 2020 5:19 PM 

To: Wholley, David (FNIH) [T] < b6 

Subject: RE: Do you have a moment to chat? 


Hi, David, 
Sorry | missed your email earlier, but I talked with John and Renate after they spoke with Dr. Collins. 


| assume FC's concerns about the content have to do with the CombatCOVID web page, because he hasn't seen the draft 
content for the ACTIV and NIH COVID trials. I’ve been drafting that web page and it’s gone through two rounds of edits 
with the ACTIV trial leads to get the language describing their trials as close to the way they want it, without losing the 
lay reader completely, It’s nearly finished and it will go to John and Renate for NIH review and signoff before | give it to 
Dr. Woodcock for her review. 


John and Renate told me about plans to delay the launch of CombatCOVID so the website would launch with the 
therapeutic web page. | am waiting to hear back from Dr. Woodcock for her okay, before | go to the HHS webteam and 
ask them to delay the launch of CombatCOVID and expedite the build out of the therapeutic treatment web page. As 
long as she is on board, we will work with the HHS.gov web team to move as quickly as we can. 


Please let me know if you have other questions. I'd also be happy to have a call if you think that would be helpful. | will 
let you know as soon as | hear from Dr. Woodcock and the HHS web team about their production schedule. 


Best, 
Chris 


Chris Kuethe Shreeve 


Communications/OWS 
Mobile: b6 
b6 
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From: "Wholley, David (FNIH) [T]" b6 
Date: October 29, 2020 at 10:41:49 AM EDT 
To: "VND Shreeve, Chris" < b6 

Cc: "Melencio, Cheryl (FNIH) [T]" < b6 
Subject: Do you have a moment to chat? 


EXTERNAL email from: b6 


Hi Chris — as you may know, | run the ACTIV partnership here at FNIH. | just got off the phone with John 
Burklow and Renate Myles, whom | called at the behest of Francis Collins, who | meet with several times 
a week. Francis is concerned about the speed of getting the enrollment portal up but also the content, 
and asked me to call John and Renate. | am conscious | am coming into this in the middle of things and 
don’t want to mess anything up, but want to see if there might be something we can do to help, even if 
it is only managing expectations. My discussion with John and Renate raised a few questions; before | 
go back to Francis with anything, would you have 5 minutes or so to give me your perspective? Thanks 


David Wholley 

Senior Vice-President, Research Partnerships 

Foundation for the National Institutes of Health 
b6 


11400 Rockville Pike Suite 600 North Bethesda, MD 20852 


In 2019, the F! 
was recognix 


IH earned the highest rating from Charity Navigator for the fifth consecutive yeur and 
das an organization that exceeds industry standards. 
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From: Burklow, John (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=2E57F267323B43CO8BE856ACBSB964CA-BURKLOWJ] 


Sent: 10/30/2020 6:10:40 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

ley Myles, Renate (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr] 

Subject: RE: Send the marines! 


The scripts are being written by PPD/BCG (contractor)/with input and review by each ACTIV team. I’m told that the 
process is moving along—they will make sure we get a chance to review them. 


From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Friday, October 30, 2020 1:52 PM 

To: Burklow, John (NIH/OD) [E] < v6 
Cc: Myles, Renate (NIH/OD) [E] < b6 


Subject: RE: Send the marines! 


Sounds encouraging. A critical issue will be the script that will be used by those manning the call center. Who 
is writing that? 


FC 

From: Burklow, John (NIH/OD) [E] < b6 
Sent: Friday, October 30, 2020 1:40 PM 

To: Collins, Francis (NIH/OD) [E] b6 
Cc: Myles, Renate (NIH/OD) [E] < b6 


Subject: RE: Send the marines! 
Hi, Francis- 


We just spoke with Chris Shreeve and Kevin Bugin. They said the call center is well on its way to being operational (we 
didn’t get an ETA, but they said they’re moving as fast as possible) and they’re working with a CRO called PPD 
https://www.opd.com/ that has a wealth of experience in this area. Also, Col. Deydre Teyhen, Ph.D., is on our calls and 
involved in the portal development, etc. She’s with OWS and reports to General Perna. If we hit a barrier and would 
benefit from the General’s involvement, she can help us. 


John 

From: Collins, Francis (NIH/OD) [E] < b6 > 
Sent: Friday, October 30, 2020 12:13 PM 

To: Burklow, John (NIH/OD) [E] b6 

Cc: Myles, Renate (NIH/OD) [E] b6 


Subject: RE: Send the marines! 


OK. Let me know how that goes. 


From: Burklow, John (NIH/OD) [E] b6 
Sent: Friday, October 30, 2020 11:05 AM 
To: Collins, Francis (NIH/OD) [E] b6é 


COLL0000014289 


Cc: Myles, Renate (NIH/OD) [E] < b6 
Subject: Re: Send the marines! 


Maybe after our 1 pm call with Chris? 


Sent from my iPhone 


On Oct 30, 2020, at 10:54 AM, Collins, Francis (NIH/OD) [E] < b6 > wrote: 


Would it be timely for me to check in with Janet Woodcock about all this? 


FC 


From: Burklow, John (NIH/OD) [E] b6 

Sent: Friday, October 30, 2020 10:52 AM 

To: Collins, Francis (NIH/OD) [E] b6 Myles, Renate (NIH/OD) [E] 
< b6 

Subject: RE: Send the marines! 


Thanks, Francis. Right now, Chris Shreeve is working with all the players to stand up the call center, 

etc.. We are weighing in on the treatment page (and will review scripts, etc., as they come). We could 
suggest to her that if she’s running into barriers, to consider calling out the marines. | haven’t gotten 
the sense that she’s moving any slower than anyone else would—her biggest challenge so far has been 
getting feedback from the sites, etc.. And she might already be working with General Perna’s folks. We 
talk to her at 1 pm and | will throw it out there. 


John 


From: Collins, Francis (NIH/OD) [E] b6 

Sent: Friday, October 30, 2020 10:41 AM 

To: Burklow, John (NIH/OD) [E] b6 Myles, Renate (NIH/OD) [E] 
b6 7 

Subject: FW: Send the marines! 


What do you think? 


From: Freire, Maria (FNIH) [T] b6 

Sent: Friday, October 30, 2020 10:25 AM 

To: Collins, Francis (NIH/OD) [E] b6 Tabak, Lawrence (NIH/OD) [E] 
b6 >; Wholley, David (FNIH) [T] b6 


Subject: Send the marines! 


b) 6) 


COLL0000014289 


®)6) 


All hands on deck, they say, so let’s extend Larry’s concept of casting a broad net and do it really 
broadly. 


Just a thought. M. 


COLLO0000014289 


From: 


Sent: 
To: 


ce: 


Subject: 
Flag: 


Hi Francis, 


Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

10/30/2020 9:11:29 PM 

Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d55 1d1d345Seaf14854c83f41d84-freiremc]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabdakl]; Burklow, John (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2e57f267323b43cO8be856acb5b964ca-burklowj]; Myles, Renate (NIH/OD) 
{E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr] 

RE: Update on Surgeon General Posts 


Follow up 


We will make sure that the NIH Communications get to see the flyers. ACTIV-2 is the only one to have theirs ready so 
far. | could send you an example if you would like to see it. 


Thanks, 
Stacey 


Stacey J. Adam, PhD 
Director, Cancer 


h Partnerships 


b6 Mobile: b6 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Friday, October 30, 2020 5:04 PM 

To: Wholley, David (FNIH) [T] < b6 

Cc: Freire, Maria (FNIH) [T] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 Burklow, 
John (NIH/OD) [E] < b6 Myles, Renate (NIH/OD) [E] < b6 Adam, Stacey (FNIH) [T] 


< b6 


Subject: RE: Update on Surgeon General Posts 


| would think 


) G6) 
(b) (5) 


The e-mail thread mentions “flyers”. (b) () 


FC 


From: Wholley, David (FNIH) [T] < b6 
Sent: Friday, October 30, 2020 4:31 PM 


COLL0000014290 


To: Collins, Francis (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] < v6 
Ce: Freire, Maria (FNIH) [T] < b6 
Subject: FW: Update on Surgeon General Posts 


Hi Francis and Larry, anything that can be done here? 


From: Adam, Stacey (FNIH) [T]< b6 
Sent: Friday, October 30, 2020 11:03 AM 
To: Wholley, David (FNIH) [T] b6 


Subject: FW: Update on Surgeon General Posts 


Hi David, 
Please see Bill and Davey’s notes below. | know FC spoke with (b) (5) 
(6) 6) 
Thanks, 
Stacey 
Stacey J. Adam, PhD 
Director, Cancer 
Research Partnerships 
Direet: b6 Mobile: b6 
From: Erhardt, William (HHS/IOS) < b6 
Sent: Friday, October 30, 2020 10:35 AM 
To: Teyhen, Deydre (HHS/IOS) < b6 b6 Woodcock, Janet (FDA/CDER) 
< b6 Bugin, Kevin (FDA/CDER) < b6 Adam, Stacey (FNIH) [T] 
b6 
Subject: FW: Update on Surgeon General Posts 
Dear All: 
Wondering if any of you have any ideas on how we can (b) (5) 
(b) (S) 


{ (b) (5) 


Thanks, in advance, 
Bill 


P.S. ~ Also, please note the great response to Dr. Adams video. Thanks to Janet and Chris for helping to arrange. 


From: Smith, David < b6 
Sent: Thursday, October 29, 2020 7:02 PM 
To: Currier, Judith, M.D. v6 >; Erin Bouldin < b6 Erhardt, William (HHS/IOS) 
< b6 b6 Jenna Conley < b6 :>; Hoffman, 
Karen R. < b6 Kim, Peter (NIH/NIAID) [E] b6 >; Wohl, David A 
b6 
Cc: Heidi Forman < b6 David Bowen b6 Amy Gomez < b6 
Samantha Dolin < b6 


Subject: Re: Update on Surgeon General Posts 


COLL0000014290 


) 6) 
(b) (5) Any ideas there? 


Davey Smith, MD, MAS 

Protocol Chair | ACTIV-2 (www.riseabovecovid.org) 

Head | Division of Infectious Diseases and Global Public Health 
Professor | Department of Medicine 

Co-Director | San Diego Center for AIDS Research (CFAR) 
Florence Riford Seeley Chair | AIDS Research 

University of California San Diego | b6 

Pronouns: he, him, his 


Administrative Contact: 


Colleen Reich | b6 
9500 Gilman Drive, La Jolla, CA 92093-0679 
Pp. b6 [F. b6 


If your research has been supported by the San Diego CFAR, please be sure to acknowledge that support in your 
resulting publications and presentations (Al036214). More on acknowledging CFAR support may be found 
at https://cfar.ucsd.edu/en/cite-the-cfar/. 


From; Currier, Judith, M.D. « b6 
Sent: Thursday, October 29, 2020 3:23 PM 
To: Erin Bouldin < b6 William Erhardt < b6 Davey Smith < b6 
b6 < b6 Jenna Conley < b6 Hoffman, 
Karen R. < b6 b6 < b6 Wohl, David A 
<david b6 
Cc: Heidi Forman < b6 David Bowen < b6 Amy Gomez < b6 
Samantha Dolin < b6 


Subject: Re: Update on Surgeon General Posts 


This is fantastic. 


Thanks! 

From: Erin Bouldin b6 

Date: Thursday, October 29, 2020 at 11:11 AM 

To: William Erhardt b6 >, Davey Smith < b6 >, Kara Chew 

< b6 Jenna Conley < b6 "Hoffman, Karen R." 
v6 >, Peter Kim < b6 Judy Currier 
b6 , David A Wohl b6 

Ce: Heidi Forman < b6 David Bowen b6 >, Amy Gomez 

< b6 Samantha Dolin b6 


Subject: Update on Surgeon General Posts 


CAUTION - EXTERNAL EMAIL:Do not click links or open attachments unless you recognize the sender. 


Hi Team - 


COLL0000014290 


See below. When the Surgeon General’s press secretary calls on a Thursday afternoon, you answer. 


They are going to approve all of our organic social posts featuring the SG, and then they’re going to see how 
they can help promote and spread the word. There is an OWS Comms call tomorrow where Kate plans to lay on 
the pressure and figure out what they can do for us. I don’t know exactly what it means, but I have no doubt that 
she will follow up with Bill (and myself if she needs anything). 


Peter, she did ask who was our NIH “comms” person. I told her I had only worked with you and you had helped 
us so much. She laughed and said, “activate anyone who can help you get the word out.” 


Best, 
Erin 


Begin forwarded message: 


From: "Migliaccio-Grabill, Kate (HHS/OASH)" < b6 

Date: October 29, 2020 at 1:59:57 PM EDT 

To: Erin Bouldin b6 , "Erhardt, William (HHS/IOS)" 
b6 


Subject: RE: Surgeon General Posts 


HI Erin, glad we got a chance to talk. We flagged with our colleagues and will be in touch ASAP! 


Erin, this is great and we LOVE all of it. 


Could you share the final copy of the video? We'd love to see it. We are checking with our ASPA colleagues as well and 
circle back soon. Would you like to post ASAP? 


From: Erin Bouldin < b6 

Sent: Thursday, October 29, 2020 9:34 AM 

To: Erhardt, William (HHS/IOS) < b6 

Ce: Migliaccio-Grabill, Kate (HHS/OASH) < b6 
Subject: Re: Surgeon General Posts 


Perfect, thanks Bill, and very nice to meet you Kate. 


We are so appreciative of the video Dr. Adams recorded for Activ-2/Rise Above COVID. We 
currently have paid Facebook advertising running to drive awareness of the study. Thanks to this, 
our RiseAboveCOVID Facebook page is getting more eyes. 


We have started to publish content regularly and will continue to do so. We would love to get the 
SG’s video up on the page, as well as on our newly launched Instagram page. Additionally, we 
have created a Twitter post to be shared organically by advocates of the study. Essentially we 
want to have Dr. Adam’s message available to view and share on all major social media 
platforms. 


Our proposed posts and visuals are in the attached deck for review. 


COLL0000014290 


If you have ideas on how to distribute more widely, we would be happy to help in any way. We 
know that the more eyes we have on this message/awareness of the trial, the better it will be for 
recruitment. No surprise to you, we see an increase in traffic to the study website/call center 
when a prominent figure posts on social media, or there is discussion in the news. 


Please let me know what else I can provide, and thank you again. 


Best, 
Erin 


a 


Erin Bouldin 
VP, Group Account Director 


th b6 


On Oct 29, 2020, at 9:19 AM, Erhardt, William (HHS/IOS) 
b6 > wrote: 


Erin, 


Your question is well timed as I just got a communication from the S.G's office 
yesterday. Kate Migliaccio-Gabrill leads communications for the Surgeon 
General. I've copied Kate on this message to establish a direct channel of 
communication. Would you be able to share the plans directly with Kate and get 
her approval? Also Kate indicated that they may have means to support further 
distribution. Maybe we can work their efforts into the plans. 


Thanks much, 
Bill 


From: Erin Bouldin b6 

Sent: Thursday, October 29, 2020 9:13 AM 

To: Erhardt, William (HHS/IOS) b6 
Subject: Surgeon General Posts 


Hi Bill - 
Sorry to be a nudge, I just wanted to see if you had heard back from the SG’s 


office on our social media posts. We are ready to get the word out upon their 
approval. 


COLL0000014290 


UCLA HEALTH SCIENCES IMPORTANT WARNING: This email (and any attachments) is only intended for the use of the 
person or entity to which it is addressed, and may contain information that is privileged and confidential. You, the 
recipient, are obligated to maintain it in a safe, secure and confidential manner. Unauthorized redisclosure or failure to 
maintain confidentiality may subject you to federal and state penalties. If you are not the intended recipient, please 
immediately notify us by return email, and delete this message from your computer. 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF28414883D0B6996D677257-WHOLLEYD] 

Sent: 10/30/2020 11:04:28 PM 

To: Myles, Renate (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Collins, Francis (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

cc: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d55 1d1d345Seaf14854c83f41d84-freiremc]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabdakl]; Burklow, John (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2e57f267323b43c08be856acb5b964ca-burklowj]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4] 

Subject: RE: Update on Surgeon General Posts 


Thanks, Renate. We will pass these along to the team. David 


From: Myles, Renate (NIH/OD) [E] < b6 

Sent: Friday, October 30, 2020 5:32 PM 

To: Collins, Francis (NIH/OD) [E] < b6 Wholley, David (FNIH) [T] < b6 

Ce: Freire, Maria (FNIH) [T] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 Burklow, 
John (NIH/OD) [E] < b6 Adam, Stacey (FNIH) [T] < b6 


Subject: RE: Update on Surgeon General Posts 
Hi all: 
Two good CDC communication contacts are: 


Michelle Bonds ( b6 
Kate Galatas ( b6 


Hope this helps. 


Best, 

Renate 

From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Friday, October 30, 2020 5:04 PM 

To: Wholley, David (FNIH) [T] < b6 

Ce: Freire, Maria (FNIH) [T] < b6 Tabak, Lawrence (NIH/OD) [E] < bé Burklow, 
John (NIH/OD) [E] < b6 Myles, Renate (NIH/OD) [E] < b6 Adam, Stacey (FNIH) [T] 
< b6 


Subject: RE: Update on Surgeon General Posts 


| would think @)G) 
(b) G) 
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The e-mail thread mentions “flyers”. (b) (5) 
(6) 6) 
FC 
From: Wholley, David (FNIH) [T] < b6 
Sent: Friday, October 30, 2020 4:31 PM 
To: Collins, Francis (NIH/OD) [E] b6 Tabak, Lawrence (NIH/OD) [E] < 


Cc: Freire, Maria (FNIH) [T] < b6 
Subject: FW: Update on Surgeon General Posts 


Hi Francis and Larry, anything that can be done here? 


From: Adam, Stacey (FNIH) [T] < b6 
Sent: Friday, October 30, 2020 11:03 AM 

To: Wholley, David (FNIH) [T] v6 
Subject: FW: Update on Surgeon General Posts 


Hi David, 

Please see Bill and Davey’s notes below. | know FC spoke with 
(b) (5) 

Thanks, 

Stacey 

Stacey J. Adam, PhD 

Director, Cancer 

Research Partnerships 

Direct: b6 Mobile: b6 

From: Erhardt, William (HHS/IOS) < b6 


Sent: Friday, October 30, 2020 10:35 AM 
To: Teyhen, Deydre (HHS/IOS) < 
< b6 

< b6 

Subject: FW: Update on Surgeon General Posts 


b6 
Bugin, Kevin (FDA/CDER) < 


gk 


Dear All: 


Wondering if any of you have any ideas on how we can OG 


(®) (5) 
(b) (5) 


Thanks, in advance, 
Bill 


P.S. — Also, please note the great response to Dr. Adams video. Thanks to Janet and Chri: 


b6 


(b) G) 


Woodcock, Janet (FDA/CDER) 
Adam, Stacey (FNIH) [T] 


) 


is for helping to arrange. 
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From: Smith, David < b6 
Sent: Thursday, October 29, 2020 7:02 PM 


To: Currier, Judith, M.D. < b6 Erin Bouldin < b6 Erhardt, William (HHS/IOS) 
< bé b6 Jenna Conley < b6 Hoffman, 
Karen R. < b6 Kim, Peter (NIH/NIAID) [E] < b6 Wohl, David A 

b6 
Cc: Heidi Forman v6 David Bowen < b6 Amy Gomez < b6 
Samantha Dolin < b6 


Subject: Re: Update on Surgeon General Posts 


(b) (5) 
(b) 6) Any ideas there? 


Davey Smith, MD, MAS 

Protocol Chair | ACTIV-2 (www.riseabovecovid.org) 

Head | Division of Infectious Diseases and Global Public Health 
Professor | Department of Medicine 

Co-Director | San Diego Center for AIDS Research (CFAR) 
Florence Riford Seeley Chair | AIDS Research 

University of California San Diego | b6 

Pronouns: he, him, his 


Administrative Contact: 


Colleen Reich | b6 | 
9500 Gilman Drive, La Jolla, CA 92093-0679 
P. b6 |F. b6 


If your research has been supported by the San Diego CFAR, please be sure to acknowledge that support in your 
resulting publications and presentations (Al036214). More on acknowledging CFAR support may be found 
at https://cfar.ucsd.edu/en/cite-the-cfar/. 


From: Currier, Judith, M. 
Sent: Thursday, October 29, 2020 3:23 PM 


To: Erin Bouldin < b6 William Erhardt < b6 Davey Smith < b6 
b6 & b6 Jenna Conley < b6 Hoffman, 
Karen R. < b6 b6 < b6 Wohl, David A 
<david b6 
Cc: Heidi Forman < v6 David Bowen < b6 Amy Gomez < v6 
Samantha Dolin < b6 


Subject: Re: Update on Surgeon General Posts 


This is fantastic. 


Thanks! 

From: Erin Bouldin < b6 

Date: Thursday, October 29, 2020 at 11:11 AM 

To: William Erhardt < b6 Davey Smith < b6 Kara Chew 

< b6 Jenna Conley b6 >, "Hoffman, Karen R." 
< b6 Peter Kim < b6 Judy Currier 
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b6 >, David A Wohl b6 
Ce: Heidi Forman < b6 David Bowen < b6 Amy Gomez 
< b6 Samantha Dolin b6 > 
Subject: Update on Surgeon General Posts 


CAUTION ~ EXTERNAL EMAIL:Do not click links or open attachments unless you recognize the sender. 

Hi Team - 

See below. When the Surgeon General’s press secretary calls on a Thursday afternoon, you answer. 

They are going to approve all of our organic social posts featuring the SG, and then they’re going to see how 
they can help promote and spread the word. There is an OWS Commis call tomorrow where Kate plans to lay on 
the pressure and figure out what they can do for us. I don*t know exactly what it means, but I have no doubt that 


she will follow up with Bill (and myself if she needs anything). 


Peter, she did ask who was our NIH “comms” person. I told her I had only worked with you and you had helped 
us so much. She laughed and said, “activate anyone who can help you get the word out.” 


Best, 
Erin 


Begin forwarded message: 


From: "Migliaccio-Grabill, Kate (HHS/OASH)" < b6 
Date: October 29, 2020 at 1:59:57 PM EDT 

To: Erin Bouldin < b6 "Erhardt, William (HHS/IOS)" 
<W b6 


Subject: RE: Surgeon General Posts 


Hi Erin, glad we got a chance to talk. We flagged with our colleagues and will be in touch ASAP! 


Erin, this is great and we LOVE all of it. 


Could you share the final copy of the video? We'd love to see it. We are checking with our ASPA colleagues as well and 
circle back soon. Would you like to post ASAP? 


From: Erin Bouldin < b6 

Sent: Thursday, October 29, 2020 9:34 AM 

To: Erhardt, William (HHS/IOS) < b6 

Ce: Migliaccio-Grabill, Kate (HHS/OASH) < b6 
Subject: Re: Surgeon General Posts 


Perfect, thanks Bill, and very nice to meet you Kate. 
We are so appreciative of the video Dr. Adams recorded for Activ-2/Rise Above COVID. We 


currently have paid Facebook advertising running to drive awareness of the study. Thanks to this, 
our RiseAboveCOVID Facebook page is getting more eyes. 
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We have started to publish content regularly and will continue to do so. We would love to get the 
SG’s video up on the page, as well as on our newly launched Instagram page. Additionally, we 
have created a Twitter post to be shared organically by advocates of the study. Essentially we 
want to have Dr. Adam’s message available to view and share on all major social media 
platforms. 


Our proposed posts and visuals are in the attached deck for review. 


If you have ideas on how to distribute more widely, we would be happy to help in any way. We 
know that the more eyes we have on this message/awareness of the trial, the better it will be for 
recruitment. No surprise to you, we see an increase in traffic to the study website/call center 
when a prominent figure posts on social media, or there is discussion in the news. 


Please let me know what else | can provide, and thank you again. 


Best, 
Erin 


Erin Bouldin 
VP, Group Account Director 


T b6 


On Oct 29, 2020, at 9:19 AM, Erhardt, William (HHS/IOS) 
< b6 wrote: 


Erin, 


Your question is well timed as I just got a communication from the S.G's office 
yesterday. Kate Migliaccio-Gabrill leads communications for the Surgeon 
General. I've copied Kate on this message to establish a direct channel of 
communication. Would you be able to share the plans directly with Kate and get 
her approval? Also Kate indicated that they may have means to support further 
distribution. Maybe we can work their efforts into the plans. 


Thanks much, 
Bill 


-----Original Message----- 

From: Erin Bouldin b6 

Sent: Thursday, October 29, 2020 9:13 AM 

To: Erhardt, William (HHS/IOS) < v6 
Subject: Surgeon General Posts 


Hi Bill - 
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Sorry to be a nudge, I just wanted to see if you had heard back from the SG’s 
office on our social media posts. We are ready to get the word out upon their 
approval. 


Thanks! 
Erin 


UCLA HEALTH SCIENCES IMPORTANT WARNING: This email (and any attachments) is only intended for the use of the 
person or entity to which it is addressed, and may contain information that is privileged and confidential. You, the 
recipient, are obligated to maintain it in a safe, secure and confidential manner. Unauthorized redisclosure or failure to 
maintain confidentiality may subject you to federal and state penalties. If you are not the intended recipient, please 
immediately notify us by return email, and delete this message from your computer. 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF28414883D0B6996D677257-WHOLLEYD] 


Sent: 10/30/2020 8:31:00 PM 


To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 


[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl] 
cc: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d55 1d1d345Seaf14854c83f41d84-freiremc]) 


Subject: FW: Update on Surgeon General Posts 


Flag: Follow up 


Hi Francis and Larry, anything that can be done here? 


From: Adam, Stacey (FNIH) [T] < b6 
Sent: Friday, October 30, 2020 11:03 AM 
To: Wholley, David (FNIH) [T] < b6 


Subject: FW: Update on Surgeon General Posts 
Hi David, 


Please see Bill and Davey’s notes below. | know FC spoke with 


(b) (5) 

Thanks, 
Stacey 

J, Adam, PhD 

sector, Cancer 

Research Partnerships 
Direet: b6 Mobile: b6 
From: Erhardt, William (HHS/IOS) < b6 
Sent: Friday, October 30, 2020 10:35 AM 
To: Teyhen, Deydre (HHS/IOS) < b6 
< b6 Bugin, Kevin (FDA/CDER) < 


< b6 
Subject: FW: Update on Surgeon General Posts 


Dear All: 


Wondering if any of you have any ideas on how we can 


(b) G6) 
() (5) 


Thanks, in advance, 
Bill 


(b) (5) a 


Woodcock, Janet (FDA/CDER) 
Adam, Stacey (FNIH) [T] 


ck 


(b) 6) 


P.S, — Also, please note the great response to Dr. Adams video. Thanks to Janet and Chris for helping to arrange. 
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From: Smith, David < b6 
Sent: Thursday, October 29, 2020 7:02 PM 


To: Currier, Judith, M.D. < b6 Erin Bouldin < b6 Erhardt, William (HHS/IOS) 
< bé b6 Jenna Conley < b6 Hoffman, 
Karen R. < b6 Kim, Peter (NIH/NIAID) [E] < b6 Wohl, David A 

b6 
Cc: Heidi Forman v6 David Bowen < b6 Amy Gomez < v6 
Samantha Dolin < b6 


Subject: Re: Update on Surgeon General Posts 
6) 6) 
(b) (5) Any ideas there? 


Davey Smith, MD, MAS 

Protocol Chair | ACTIV-2 (www.riseabovecovid.org) 

Head | Division of Infectious Diseases and Global Public Health 
Professor | Department of Medicine 

Co-Director | San Diego Center for AIDS Research (CFAR) 
Florence Riford Seeley Chair | AIDS Research 

University of California San Diego | b6 

Pronouns: he, him, his 


Administrative Contact: 


Colleen Reich | b6 | 
9500 Gilman Drive, La Jolla, CA 92093-0679 
P. b6 |F. b6 


If your research has been supported by the San Diego CFAR, please be sure to acknowledge that support in your 
resulting publications and presentations (Al036214). More on acknowledging CFAR support may be found 
at https://cfar.ucsd.edu/en/cite-the-cfar/. 


From: Currier, Judith, M. 
Sent: Thursday, October 29, 2020 3:23 PM 


To: Erin Bouldin < b6 William Erhardt < b6 Davey Smith < b6 
b6 < b6 Jenna Conley < b6 Hoffman, 
Karen R. < b6 b6 < b6 Wohl, David A 
b6 
Ce: Heidi Forman < v6 David Bowen < b6 Amy Gomez < v6 
Samantha Dolin < b6 


Subject: Re: Update on Surgeon General Posts 


This is fantastic. 


Thanks! 

From: Erin Bouldin < b6 

Date: Thursday, October 29, 2020 at 11:11 AM 

To: William Erhardt < b6 Davey Smith < b6 Kara Chew 

< b6 Jenna Conley b6 , "Hoffman, Karen R." 
< b6 Peter Kim < b6 Judy Currier 
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b6 >, David A Wohl b6 
Ce: Heidi Forman < b6 David Bowen < v6 Amy Gomez 
< b6 Samantha Dolin b6 
Subject: Update on Surgeon General Posts 


CAUTION - EXTERNAL EMAIL:Do not click links or open attachments unless you recognize the sender. 

Hi Team - 

See below. When the Surgeon General’s press secretary calls on a Thursday afternoon, you answer. 

They are going to approve all of our organic social posts featuring the SG, and then they’re going to see how 
they can help promote and spread the word. There is an OWS Commis call tomorrow where Kate plans to lay on 
the pressure and figure out what they can do for us. I don*t know exactly what it means, but I have no doubt that 


she will follow up with Bill (and myself if she needs anything). 


Peter, she did ask who was our NIH “comms” person. I told her I had only worked with you and you had helped 
us so much. She laughed and said, “activate anyone who can help you get the word out.” 


Best, 
Erin 


Begin forwarded message: 


From: "Migliaccio-Grabill, Kate (HHS/OASH)" < b6 

Date: October 29, 2020 at 1:59:57 PM EDT 

To: Erin Bouldin < b6 "Erhardt, William (HHS/IOS)" 
b6 


Subject: RE: Surgeon General Posts 


Hi Erin, glad we got a chance to talk. We flagged with our colleagues and will be in touch ASAP! 


Erin, this is great and we LOVE all of it. 


Could you share the final copy of the video? We'd love to see it. We are checking with our ASPA colleagues as well and 
circle back soon. Would you like to post ASAP? 


From: Erin Bouldin < b6 

Sent: Thursday, October 29, 2020 9:34 AM 

To: Erhardt, William (HHS/IOS) < b6 

Ce: Migliaccio-Grabill, Kate (HHS/OASH) < b6 
Subject: Re: Surgeon General Posts 


Perfect, thanks Bill, and very nice to meet you Kate. 
We are so appreciative of the video Dr. Adams recorded for Activ-2/Rise Above COVID. We 


currently have paid Facebook advertising running to drive awareness of the study. Thanks to this, 
our RiseAboveCOVID Facebook page is getting more eyes. 
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We have started to publish content regularly and will continue to do so. We would love to get the 
SG’s video up on the page, as well as on our newly launched Instagram page. Additionally, we 
have created a Twitter post to be shared organically by advocates of the study. Essentially we 
want to have Dr. Adam’s message available to view and share on all major social media 
platforms. 


Our proposed posts and visuals are in the attached deck for review. 


If you have ideas on how to distribute more widely, we would be happy to help in any way. We 
know that the more eyes we have on this message/awareness of the trial, the better it will be for 
recruitment. No surprise to you, we see an increase in traffic to the study website/call center 
when a prominent figure posts on social media, or there is discussion in the news. 


Please let me know what else | can provide, and thank you again. 


Best, 
Erin 


Erin Bouldin 
VP. Group Account Director 


T b6 


On Oct 29, 2020, at 9:19 AM, Erhardt, William (HHS/IOS) 
b6 wrote: 


Erin, 


Your question is well timed as I just got a communication from the S.G's office 
yesterday. Kate Migliaccio-Gabrill leads communications for the Surgeon 
General. I've copied Kate on this message to establish a direct channel of 
communication. Would you be able to share the plans directly with Kate and get 
her approval? Also Kate indicated that they may have means to support further 
distribution. Maybe we can work their efforts into the plans. 


Thanks much, 
Bill 


-----Original Message----- 

From: Erin Bouldin b6 

Sent: Thursday, October 29, 2020 9:13 AM 

To: Erhardt, William (HHS/IOS) < b6 
Subject: Surgeon General Posts 


Hi Bill - 
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Sorry to be a nudge, I just wanted to see if you had heard back from the SG’s 
office on our social media posts. We are ready to get the word out upon their 
approval. 


Thanks! 
Erin 


UCLA HEALTH SCIENCES IMPORTANT WARNING: This email (and any attachments) is only intended for the use of the 
person or entity to which it is addressed, and may contain information that is privileged and confidential. You, the 
recipient, are obligated to maintain it in a safe, secure and confidential manner. Unauthorized redisclosure or failure to 
maintain confidentiality may subject you to federal and state penalties. If you are not the intended recipient, please 
immediately notify us by return email, and delete this message from your computer. 
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From: Lorsch, Jon (NIH/NIGMS) [E} [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=BE9D3C649A724857811D44B495D9CE45-LORSCHJR] 

Sent: 1/14/2021 11:10:13 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 


cc: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4] 

Subject: FW: WV and ACTIVs update 

Flag: Follow up 


Francis, David, 


(b) (5) 
Jon 
From: "McGuirl, Michele (NIH/NIGMS) [E]" < b6 
Date: Wednesday, January 13, 2021 at 5:36 PM 
To: "Adam, Stacey (FNIH) [T]" < b6 
Ce: "Lei, Ming (NIH/NIGMS) [E]" < b6 "Lorsch, Jon (NIH/NIGMS) [E]" <jon. b6 


Subject: WV and ACTIVs update 


From Sally: All but ACTIV-3 are the result of NIGMS & CTR efforts. 
Michele 


Activ 1: Plis Dr. Becky Reece. CTA has been back and forth — Anticipate WVU to sign this week. Trial can then open 
next week — we have trial drug, 


Activ 2: Plis Dr. Hannah Hazard-Jenkins. Are almost ready to open Version 2, however, awaiting drug and signing of 
CTA. IRB approved. Version 3 just came through today and now includes an inhaled drug for 2 weeks and an oral drug as 
well as multiple monoclonals administered via IV infusion. Each of these drugs has slightly different CRFs. There is an 
informed consent for each of the potential drugs that a patient may be assigned to —i.e., >50 pages that potential 
participants must read through and sign. At some point, trial efficiency needs to be balanced against the burden on 
potential participants and the complexity of trial conduct for site personnel. 


Activ 3: Plis Dr. Badwahr (This trial came through the CT surgery trials network and was open in October but then put 
on hold from NIH). Reopened about 2 weeks ago ~ (b) (4). (&) () 


Activ 4a: Plis Dr. Sharma. it is opening to enrollment today 


Activ 4b; co-Pis: Drs. Lewis and Hodder. Redlined CTA just back yesterday from Pitt. We are awaiting CTA 
signature. IRB approved 


Activ 4c: Pl— Dr. Krupica. We submitted feasibility survey 1 week ago and have not heard back if we have been site 
selected. 
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Activ 5: P!- Dr. Becky Reece CTA has been back and forth — we anticipate WVU signing this week. We have drug and IRB 
approval - will open as soon as CTA signed. 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 
Sent: 11/1/2020 11:41:26 AM 


To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

Subject: RE: (6) (6)_~—, dude! 

Flag: Follow up 


Why thank you Francis! I’m so flattered you noticed, and really appreciate the best wishes! 


From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Saturday, October 31, 2020 5:49 PM 
To: Wholley, David (FNIH) [T] < b6 
Subject: (b) (6) ', dude! 
Hey David, 
(b) (6) -and wanted to send you many happy returns, and profound gratitude for all 
you are doing for ACTIV and the many other NIH/FNIH partnerships that are doing nothing less than changing the 
world, | hope you geta brief break today. (b) (6) 


All the best, Francis 
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From: Myles, Renate (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=7D317FS626934585B3692A 1823C18522-MYLESR] 

Sent: 10/30/2020 9:32:12 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

cc: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d55 1d1d345Seaf14854c83f41d84-freiremc]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabdakl]; Burklow, John (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2e57f267323b43cO08be856acb5b964ca-burklowj]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd87510679648859e1cf101c0943414-adamsj4] 


Subject: RE: Update on Surgeon General Posts 
Flag: Follow up 
Hi all: 


Two good CDC communication contacts are: 


Michelle Bonds ( b6 

Kate Galatas ( b6 

Hope this helps. 

Best, 

Renate 

From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Friday, October 30, 2020 5:04 PM 

To: Wholley, David (FNIH) [T] < b6 

Cc: Freire, Maria (FNIH) [T] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 Burklow, 
John (NIH/OD) [E] < b6 Myles, Renate (NIH/OD) [E] < b6 Adam, Stacey (FNIH) [T] 
< b6 


Subject: RE: Update on Surgeon General Posts 


| would think (b) 6) 
() (S) 


The e-mail thread mentions “flyers”. (b) (6) 


FC 


From: Wholley, David (FNIH) [T] < b6 
Sent: Friday, October 30, 2020 4:31 PM 
To: Collins, Francis (NIH/OD) [E] b6 >; Tabak, Lawrence (NIH/OD) [E] < b6 
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Cc: Freire, Maria (FNIH) [T] < b6 
Subject: FW: Update on Surgeon General Posts 


Hi Francis and Larry, anything that can be done here? 


From: Adam, Stacey (FNIH) [T] < b6 
Sent: Friday, October 30, 2020 11:03 AM 
To; Wholley, David (FNIH) [T] < v6 


Subject: FW: Update on Surgeon General Posts 
Hi David, 


Please see Bill and Davey’s notes below. | know FC spoke with 


(b) (5) 

Thanks, 
Stacey 

cey J. Adam, PhD 
Director, Cancer 
Research Partnerships 
Direet: b6 Mobile: b6 
From: Erhardt, William (HHS/IOS) < b6 
Sent: Friday, October 30, 2020 10:35 AM 
To: Teyhen, Deydre (HHS/IOS) < b6 
< b6 Bugin, Kevin (FDA/CDER) < 


< b6 
Subject: FW: Update on Surgeon General Posts 


Dear All: 


Wondering if any of you have any ideas on how we can 
() (5) 
(b) (5) 


Thanks, in advance, 
Bill 


(b) (5) 


Woodcock, Janet (FDA/CDER) 
Adam, Stacey (FNIH) [T] 


gs 


(b) (5) 


P.S. + Also, please note the great response to Dr. Adams video. Thanks to Janet and Chris for helping to arrange. 


From: Smith, David < b6 

Sent: Thursday, October 29, 2020 7:02 PM 

To: Currier, Judith, M.D. < b6 Erin Bouldin < 

< b6 b6 Jenna Conley < 

Karen R. < b6 Kim, Peter (NIH/NIAID) [E] 
b6 

Cc: Heidi Forman < b6 David Bowen < 

Samantha Dolin < b6 


Subject: Re: Update on Surgeon General Posts 


6 Erhardt, William (HHS/IOS) 
b6 >; Hoffman, 
b6 >; Wohl, David A 
Amy Gomez < b6 


COLL0000014295 


(b) 6) 
(b) (5) Any ideas there? 


Davey Smith, MD, MAS 

Protocol Chair | ACTIV-2 (www.riseabovecovid.org) 

Head | Division of Infectious Diseases and Global Public Health 
Professor | Department of Medicine 

Co-Director | San Diego Center for AIDS Research (CFAR) 
Florence Riford Seeley Chair | AIDS Research 

University of California San Diego | b6 

Pronouns: he, him, his 


Administrative Contact: 


Colleen Reich | b6 L 
9500 Gilman Drive, La Jolla, CA 92093-0679 
Ps b6 ios b6 


If your research has been supported by the San Diego CFAR, please be sure to acknowledge that support in your 
resulting publications and presentations (AlI036214). More on acknowledging CFAR support may be found 
at https://cfar.ucsd.edu/en/cite-the-cfar/. 


Currier, Judith, M.D. « b6 
Sent: Thursday, October 29, 2020 3:23 PM 
To: Erin Bouldin < b6 William Erhardt <William. b6 Davey Smith < b6 

b6 < b6 Jenna Conley < b6 Hoffman, 

Karen R. < b6 b6 < b6 Wohl, David A 
<david b6 
Ce: Heidi Forman < b6 David Bowen < b6 Amy Gomez < b6 
Samantha Dolin < b6 


Subject: Re: Update on Surgeon General Posts 


This is fantastic. 


Thanks! 
From: Erin Bouldin < b6 
Date: Thursday, October 29, 2020 at 11:11 AM 
To: William Erhardt < b6 Davey Smith b6 >, Kara Chew 
b6 , Jenna Conley b6 >, "Hoffman, Karen R." 
< b6 Peter Kim b6 ; Judy Currier 
< b6 David A Wohl < b6 
Ce: Heidi Forman b6 >, David Bowen b6 : Amy Gomez 
< b6 Samantha Dolin b6 > 


Subject: Update on Surgeon General Posts 


CAUTION - EXTERNAL EMAIL:Do not click links or open attachments unless you recognize the sender, 


Hi Team - 
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See below. When the Surgeon General’s press secretary calls on a Thursday afternoon, you answer. 


They are going to approve all of our organic social posts featuring the SG, and then they’re going to see how 
they can help promote and spread the word. There is an OWS Comms call tomorrow where Kate plans to lay on 
the pressure and figure out what they can do for us. I don’t know exactly what it means, but I have no doubt that 
she will follow up with Bill (and myself if she needs anything). 


Peter, she did ask who was our NIH “comms” person. I told her I had only worked with you and you had helped 
us so much. She laughed and said, “activate anyone who can help you get the word out.” 


Best, 
Erin 


Begin forwarded message: 


From: "Migliaccio-Grabill, Kate (HHS/OASH)" < b6 
Date: October 29, 2020 at 1:59:57 PM EDT 

To: Erin Bouldin < b6 "Erhardt, William (HHS/IOS)" 
< b6 


Subject: RE: Surgeon General Posts 


Hi Erin, glad we got a chance to talk. We flagged with our colleagues and will be in touch ASAP! 


Erin, this is great and we LOVE all of it. 


Could you share the final copy of the video? We'd love to see it. We are checking with our ASPA colleagues as well and 
circle back soon. Would you like to post ASAP? 


From: Erin Bouldin < b6 

Sent: Thursday, October 29, 2020 9:34 AM 

To: Erhardt, William (HHS/IOS) b6 

Ce: Migliaccio-Grabill, Kate (HHS/OASH) < b6 
Subject: Re: Surgeon General Posts 


Perfect, thanks Bill, and very nice to meet you Kate. 


We are so appreciative of the video Dr. Adams recorded for Activ-2/Rise Above COVID. We 
currently have paid Facebook advertising running to drive awareness of the study. Thanks to this, 
our RiseAboveCOVID Facebook page is getting more eyes. 


We have started to publish content regularly and will continue to do so. We would love to get the 
SG’s video up on the page, as well as on our newly launched Instagram page. Additionally, we 
have created a Twitter post to be shared organically by advocates of the study. Essentially we 
want to have Dr. Adam’s message available to view and share on all major social media 
platforms. 


Our proposed posts and visuals are in the attached deck for review. 
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If you have ideas on how to distribute more widely, we would be happy to help in any way. We 
know that the more eyes we have on this message/awareness of the trial, the better it will be for 
recruitment. No surprise to you, we see an increase in traffic to the study website/call center 
when a prominent figure posts on social media, or there is discussion in the news. 


Please let me know what else I can provide, and thank you again. 


Best, 
Erin 


a 


Erin Bouldin 
VP, Group Account Director 


th b6 


On Oct 29, 2020, at 9:19 AM, Erhardt, William (HHS/IOS) 
b6 > wrote: 


Erin, 


Your question is well timed as I just got a communication from the S.G's office 
yesterday. Kate Migliaccio-Gabrill leads communications for the Surgeon 
General. I've copied Kate on this message to establish a direct channel of 
communication. Would you be able to share the plans directly with Kate and get 
her approval? Also Kate indicated that they may have means to support further 
distribution. Maybe we can work their efforts into the plans. 


Thanks much, 
Bill 


From: Erin Bouldin b6 

Sent: Thursday, October 29, 2020 9:13 AM 

To: Erhardt, William (HHS/IOS) b6 
Subject: Surgeon General Posts 


Hi Bill - 
Sorry to be a nudge, I just wanted to see if you had heard back from the SG’s 


office on our social media posts. We are ready to get the word out upon their 
approval. 
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UCLA HEALTH SCIENCES IMPORTANT WARNING: This email (and any attachments) is only intended for the use of the 
person or entity to which it is addressed, and may contain information that is privileged and confidential. You, the 
recipient, are obligated to maintain it in a safe, secure and confidential manner. Unauthorized redisclosure or failure to 
maintain confidentiality may subject you to federal and state penalties. If you are not the intended recipient, please 
immediately notify us by return email, and delete this message from your computer. 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 10/30/2020 8:15:21 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410¢1ca313f44ced9938e50d2ff0b6c2-collinsf]; Freire, Maria (FNIH) (T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak|]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=17597cabce42247548e596778304f781f-austinc]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Parker, Ashley 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2 24446614 0faa9SaaaafeO6ebd70-parkeras] 

Subject: RE: Send the marines! 


| suspect they have decided to have the PPD call center they were planning to use for intake on either ACTIV-2 or -3 take 
the lead and act as central for all, but, hey, works for me. 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Friday, October 30, 2020 1:51 PM 

To: Wholley, David (FNIH) [T] < b6 Freire, Maria (FNIH) [T] < b6 Tabak, Lawrence 
(NIH/OD) [E] < b6 Lane, Cliff (NIH/NIAID) [E] < b6 Austin, Christopher 
(NIH/NCATS) [E] < b6 Anderson, James (NIH/OD) [E] < b6 Parker, Ashley 
(NIH/OD) [E] < b6 


Subject: FW: Send the marines! 


Looks like a central call center is entirely possible. We will still want to know what script they will be using to 
handle the calls. 


FC 

From: Burklow, John (NIH/OD) [E] b6 > 
Sent: Friday, October 30, 2020 1:40 PM 

To: Collins, Francis (NIH/OD) [E] b6é 

Cc: Myles, Renate (NIH/OD) [E] b6 


Subject: RE: Send the marines! 

Hi, Francis- 

We just spoke with Chris Shreeve and Kevin Bugin. They said the call center is well on its way to being operational (we 
didn’t get an ETA, but they said they’re moving as fast as possible) and they’re working with a CRO called PPD 
https://www.epd.com/ that has a wealth of experience in this area. Also, Col. Deydre Teyhen, Ph.D., is on our calls and 
involved in the portal development, etc. She’s with OWS and reports to General Perna. If we hit a barrier and would 


benefit from the General’s involvement, she can help us. 


John 
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From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Friday, October 30, 2020 12:13 PM 

To: Burklow, John (NIH/OD) [E] v6 
Cc: Myles, Renate (NIH/OD) [E] < b6 
Subject: RE: Send the marines! 


OK. Let me know how that goes. 


From: Burklow, John (NIH/OD) [E] b6 

Sent: Friday, October 30, 2020 11:05 AM 

To: Collins, Francis (NIH/OD) [E] b6 > 
Cc: Myles, Renate (NIH/OD) [E] b6 


Subject: Re: Send the marines! 
Maybe after our 1 pm call with Chris? 


Sent from my iPhone 
On Oct 30, 2020, at 10:54 AM, Collins, Francis (NIH/OD) [E] b6 wrote: 


Would it be timely for me to check in with Janet Woodcock about all this? 


FC 


From: Burklow, John (NIH/OD) [E] b6 

Sent: Friday, October 30, 2020 10:52 AM 

To: Collins, Francis (NIH/OD) [E] b6 ; Myles, Renate (NIH/OD) [E] 
b 


Subject: RE: Send the marines! 


Thanks, Francis. Right now, Chris Shreeve is working with all the players to stand up the call center, 

etc.. We are weighing in on the treatment page (and will review scripts, etc., as they come). We could 
suggest to her that if she’s running into barriers, to consider calling out the marines. | haven’t gotten 
the sense that she’s moving any slower than anyone else would—her biggest challenge so far has been 
getting feedback from the sites, etc.. And she might already be working with General Perna’s folks. We 
talk to her at 1 pm and | will throw it out there. 


John 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Friday, October 30, 2020 10:41 AM 

To: Burklow, John (NIH/OD) [E] b6 ; Myles, Renate (NIH/OD) [E] 
b6 > 

Subject: FW: Send the marines! 


What do you think? 


From: Freire, Maria (FNIH) [T] b6 
Sent: Friday, October 30, 2020 10:25 AM 
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To: Collins, Francis (NIH/OD) [E] v6 Tabak, Lawrence (NIH/OD) [E] 
v6 >; Wholley, David (FNIH) [T] b6 
Subject: Send the marines! 


b) 6) 


All hands on deck, they say, so let’s extend Larry’s concept of casting a broad net and do it really 
broadly. 


Just a thought. M. 
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From: Perez-Stable, Eliseo (NIH/NIMHD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=DO6F5C7AAD094F6685D9F1D260D46441-PEREZSTABLE] 

Sent: 11/1/2020 6:18:17 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf]; Gibbons, Gary (NIH/NHLBI) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b71b953b50a5495ca0f2869ab13bc407 -gibbonsgh] 

Cr Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabakl]; Wolinetz, Carrie (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1c655040d47346c7b04d7bc11a403ecb-wolinetzcd] 

Subject: Re: A Public Private Partnership to Build and Support a Community Based Infrastructure to Increase Diversity in 
Clinical Trials 

Attachments: Forum Oct 28-29 Virtual Meeting Agenda_FINAL.pdf 


Hello Francis, On Thursday | participated in a panel that was part of a NASE<M Workshop co-chaired by Rob Califf. There 
were presentations from Dora Hughes who is now at GWU School of Public Health and Luther Clark from Merck as well 
as Rchardae Araujo from FDA’s OMH and I. The agenda is attached. The point is that Luther Clark and others implied that 
there were ongoing conversations about creating a consortium among Pharma to enhance community engagement and 
promote inclusion in clinical trial participation. Seems aligned with this proposed idea you received from PhRMA. Best, 
Eliseo 


From: Francis Collins < b6 

Date: Tuesday, October 27, 2020 at 12:54 PM 

To: "Gibbons, Gary (NIH/NHLBI) [E]" < b6 Eliseo Perez Stable b6 

Ce: "Tabak, Lawrence (NIH/OD) [E]" < b6 Carrie Wolinetz< b6 


Subject: FW: A Public Private Partnership to Build and Support a Community Based Infrastructure to Increase 
Diversity in Clinical Trials 


Hi Gary and Eliseo, 

See message below and attached —a very rough proposal from Rich Moscicki of PhRMA about enhancing 
diversity in clinical trials. There isn’t much specificity here, but it’s interesting to see that PhRMA might be 
willing to contribute financially to a public-private partnership on this theme, to be managed by FNIH. 

There are a lot of other activities in this same space, however. And underserved communities may be 
distrustful of industry motives in this kind of effort. I'd be interested in your thoughts. Probably best not to 
distribute further for right now. 


Thanks, Francis 


From: Wholley, David (FNIH) [T] < b6 
Sent: Wednesday, October 21, 2020 5:44 PM 
To: Collins, Francis (NIH/OD) [E] < b6 


Subject: A Public Private Partnership to Build and Support a Community Based Infrastructure to Increase Diversity in 
Clinical Trials 
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Hi Francis — as promised here is the one-page drafted by Rich Moscicki outlining his ideas for a PPP in clinical trial 
diversity. Rich has emphasized that this is a pretty rough cut of what they are thinking about and can be changed. He 
also has asked that it be kept close to the vest and not widely distributed. Thanks, David 


COLL0000014304 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 11/2/2020 12:24:28 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak|]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=17597cabce42247548e596778304f781f-austinc]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Parker, Ashley 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2 24446614 0faa9SaaaafeO6ebd70-parkeras] 

Subject: ACTIV Daily Update 20201102. pptx 

Attachments: ACTIV Daily Update 20201102.pptx 


Please see attached slides for this morning’s war room call, Monday November 2. Please note that | will have to leave 
the call this morning by 8:25AM for a doctor’s appointment. Thanks, David 


COLL0000014307 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF28414883D0B6996D677257-WHOLLEYD] 


Sent: 11/3/2020 12:07:23 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

Subject: FW: For Awareness 

Hi Francis— 


Stacey forwarded the attached to me this afternoon. Perhaps it is time to consider making the ACTIV protocols (without 
the drug appendices of course) public in some way? What do you think? We would let the teams know about this first 
of course. 


David 

From: Adam, Stacey (FNIH) [T] < b6 

Sent: Monday, November 2, 2020 4:22 PM 

To: Wholley, David (FNIH) [T] < b6 Freire, Maria (FNIH) [T] < b6 Menetski, Joseph 
(FNIH) [T] < b6 


Subject: For Awareness 


Thread 


Robert M Califf 


them. 


Stacey J. Adam, PhD 


Foundation for the National Institutes of Health 
Di le: b6 

fn: ‘g 

11408 Rockville Pike. 


Suite 600. N. 


Bethesda. MD 20852 
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ARO 


Donaic to the FNEA’s Pandemic Response Fund te combat COVID-19: & 


#NIH BANDEMIC 


RESPONSE FUND 
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From: Austin, Christopher (NIH/NCATS) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=17597CABC422475S 48ES96778304F781F-AUSTINC] 

Sent: 1/24/2021 5:33:49 PM 

To: Gibbons, Gary (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b71b953b50a5495ca0f2869ab13bc407 -gibbonsgh]; Patterson, Amy 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=afad1ca7 4b3e449d8b4f3191d65bb70f-pattersa]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Collins, Francis (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

cc: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabakl]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: RE: MORE GOOD NEWS 


Thanks Gary. Consistent with your thinking, ACTIV-1 is host-directed, testing three immunomodulators targeting TNF- 
alpha, CTLA-4 interactions, and CCR2/CCRS respectively. And agree about Judy Hochman, who is also co-director of the 
NYU CTSA hub and has been very active in cross-CTSA COVID work. Best, Chris 


From: Gibbons, Gary (NIH/NHLBI) [E] < b6 

Sent: Sunday, January 24, 2021 11:48 AM 

To: Patterson, Amy (NIH/NHLBI) [E] < b6 Lane, Cliff (NIH/NIAID) [E] < b6 
Collins, Francis (NIH/OD) [E] < b6 

Ce: Tabak, Lawrence (NIH/OD) [E] < b6 Austin, Christopher (NIH/NCATS) [E] 

‘@ v6 Freire, Maria (FNIH) [T] < b6é Wholley, David (FNIH) [T] < b6 


Subject: RE: MORE GOOD NEWS 


This is indeed good news for science, patients and clinicians desperately seeking evidenced-based care guidance ina 
pandemic. 


Although NIH-funded academic clinical investigators and academic health centers have been chided and derided quite a 
lot as part of the NIH response to COVID-19; on balance, is appropriate to note that the ‘good news’ is in part a 
testament to these academic Pls and academic trial network platforms that are actually key drivers 

generating ‘practice-changing’ new knowledge that has a major “real world’ impact on patient care and important 
clinical outcomes. 


As brief background, the NHLBI received Pl-generated proposals to use NIH-supported trial platforms to test HCQ and 
colchicine back in March/April (pre-ACTIV); and both have succeeded as robust studies providing critically needed 
definitive guidance to cut through controversy/misinformation on what not to give patients for COVID-19 (HCQ); as well 
as what has benefit that is readily accessible/safe (cheap) — ©@.© ., (If only the government had stockpiled agents 
based on science). 


| hope it is also recognized that these same NIH-funded Pls/AHCs were critical to the rapid and successful execution of 
ACTIV3 on the relative ineffectiveness of the anti-viral Mab strategy late in the progression of COVID-19. 


As we celebrate this ‘good news’; | would suggest that it is also worth a ‘shout-out’ to a a fabulous academic clinician- 
scientist whose exemplary leadership was key to both the NIH contribution to the ©@.®© trial and ACTIV4A’s recent 
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positive results — Judy Hochman. (Perhaps there is also a lesson learned here about glass ceilings and inclusion when 
we need to innovate rapidly -- always listen and never under-estimate a female cardiologist-scientist/leader). 


Host-Directed Therapies and Drug Development 
e If the biomedical community/ecosystem steps back and considers what is actually working to change the course 
of COVID-19 that reduces its progression, severity, hospitalizations, ICU days and deaths; | would encourage us 
to consider whether we are striking the optimal balance of the NIH/ACTIV portfolio that is very heavily weighted 
toward targeting the virus itself (neutralization and blocking its entry into host cells and viral 
replication), relative to very scanty attention to how the host responds to viral infection/injury and promotes a 
tissue injury/repair cascade of molecular pathways that govern tissue resilienc/dysfunction that influences the 
clinical course/progression (reduced disease severity, case morbidity/mortality) , and/or may influence post- 
acute, long-term sequelae post-infection. 
© To some, it would appear that the cumulative trial data is beginning to suggesting that the anti-viral 
strategies are particularly robust in prevention (vaccine) and the early-onset stages of COVID-19 (nursing 
home exposure; mild/mod outpatient) ; but exhibits more marginal during the latter stages of COVID-19 


progression (ACTIV 3). 


= As acomplementary strategy (and balance in the NIH portfolio); it is beginning to appear that an 
adjunctive, integrative approach that recognizes the MOA of how SARS-CoV? attacks vital 
organs and targets/addresses the host tissue/response appear to be having impact — colchicine 
(early outpatient); anti-thrombotic (inpatient (ACTIVE4A): ? outpatient (ACTIV 4B), ? post- 
infection convalescent (ACTIV4C) ; dexamethasone (late/severe). 

@ | would submit that these empirical lessons learned so far would suggest the need to 
augment and further refine the NIH portfolio that addresses/targets the host-response 
to the virus as a key value-add element to developing better therapeutic strategies 
against the disease -- COVID-19 (not just the SARS-CoV2 virus life cycle). 

e@ | hope this is heard as anon-parochial/partisan suggestion and recognized as a 
both/and option to adaptively consider research/target portfolio diversity with a variety 
of ‘shots on goal’ from different angles. 


e Host Response -Inflammation/Thrombosis. 


fo} 


As anon-ID guy who has studied tissue injury/repair for decades, it is my sense that the patients and 
cumulative clinical trial data are suggesting(teaching) a lesson learnd that should encourage NIH to beef 
up its host-directed drug development and testing of agents that address/target the molecular 
pathways that mediate these interplays between the viral injury/ inflammatory response and host-tissue 
injury/repair response that ensues and seems to drive the course and clinical outcomes of COVID-19. 
= NiHhas an opportunity to promote greater cross-disciplinary cross-talk between 
virologists/immunologists and investigators who have been studying host-tissue responses to 
injury (inclusive of infectious agents; as well as other injuries ) for decades. 
e Aswe chase new viral variants; it is critical that we not lose focus on developing/refining 
therapies directed at the host-response to any variant that uses ACE2 and thereby 
modulates host tissue function. 


° 


It could be argued that this complementary host-directed research track will 
prove to be very useful when SARS-CoV-X/COVID-YZ emerges over the next 
several years and host-directed therapies are better pre-positioned to reduce 
disease severity/progression, hospitlizations/deaths that overwhelm health 
systems around the world. 


Despite the frenetic pace that the pandemic poses; it might be prudent for NIH leadership/ACTIV to consider a brief 
step-back ‘After-action’-type assessment of where we are — 1) what have we learned so far; what has worked well 
and/or exceeded expectations vs not-so-well; 2) do we need to nimbly adapt to emerging opportunities and/or continue 
the course set 7 months ago? 
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Just a couple of thoughts for consideration as we celebrate the latest insights of the NIH clinical trial portfolio against 
SARS-CoV2/COVID-19. . 


Best regards 


Gary 


From: Patterson, Amy (NIH/NHLBI) [E] < b6 

Sent: Saturday, January 23, 2021 9:03 PM 

To: Lane, Cliff (NIH/NIAID) [E] < b6é Collins, Francis (NIH/OD) [E] < b6 

Ce: Tabak, Lawrence (NIH/OD) [E] < b6 Austin, Christopher (NIH/NCATS) [E] 

< b6 Freire, Maria (FNIH) [T] < b6 Wholley, David (FNIH) [T] < b6 
Gibbons, Gary (NIH/NHLBI) [E] < b6é 

Subject: RE: MORE GOOD NEWS 


Will be interesting to see RECOVERY results as there are inpatients — question whether effect will be as profound later in 
disease progression. 


From: Lane, Cliff (NIH/NIAID) [E] < b6 

Sent: Saturday, January 23, 2021 7:03 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Cc: Patterson, Amy (NIH/NHLBI) [E] < b6 Tabak, Lawrence (NIH/OD) [E] 

g b6 Austin, Christopher (NIH/NCATS) [E] < b6 Freire, Maria (FNIH) [T] 
< b6 Wholley, David (FNIH) [T] < b6 Gibbons, Gary (NIH/NHLBI) [E] 

< b6 


Subject: Re: MORE GOOD NEWS 
The Guidelines Panel has been watching some of the efforts. It is currently an arm in RECOVERY as well. 
Below is an article on rationale. 


https://ard.bmj.com/content/early/2020/12/08/annrheumdis-2020-219174.full 


It is slated for additional discussion this week. 


Cliff 


On Jan 23, 2021, at 5:27 PM, Collins, Francis (NTH/OD) [E] b6 wrote: 


Hi Amy, 


Wow, the effect size is really impressive! I’d love to see more details of the trial, isa 
publication forthcoming soon? 


Cliff, I’m sure the clinical guidelines team will be all over this — I’d be very interested to know 
what they think. 
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Francis 


From: Patterson, Amy (NIH/NHLBI) [E] < b6 

Sent: Saturday, January 23, 2021 3:45 PM 

To: Collins, Francis (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] 

< b6 Austin, Christopher (NIH/NCATS) [E] < b6 Lane, Cliff 
(NIH/NIAID) [E] < b6 Freire, Maria (FNIH) [T] < b6 Wholley, David 
(FNIH) [T] < bé 

Ce: Gibbons, Gary (NIH/NHLBI) [E] < b6 

Subject: MORE GOOD NEWS 

Importance: High 


Some more good news — this time coming from international trial, COLCORONA that has been 
run out of the Montreal Heart Institute and for which we have supported the US component 
since March 2020. Their DSMB just reviewed trial results from 4159 outpatients with a proven 
diagnosis of COVID-19 and found that colchicine reduced hospitalizations by 25%, the need for 
mechanical ventilation by 50%, and deaths by 44% - compared to placebo. This is a good 
example of repurposing a well-known generic! 


https://www.globenewswire.com/news-release/2021/01/23/2163109/0/en/Colchicine-reduces- 
the-risk-of-COVID-19-related-complications. html 


Amy 
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From: Patterson, Amy (NIH/NHLBI) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=AFAD1CA74B3E449D8B4F3191D6SBB70F-PATTERSA] 
Sent: 11/3/2020 7:48:11 PM 
To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Gibbons, Gary (NIH/NHLBI) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b71b953b50a5495ca0f2869ab13bc407 -gibbonsgh] 
cc: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak!]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Adam, Stacey (FNIH) [T] 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=dcd875f067964885 9e1cf101c0943414-adamsj4]; Freire, Maria (FNIH) [T] 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Anderson, James (NIH/OD) 
(E} [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e5967 78304f781f-austinc]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras] 
Subject: RE: COVID clotting from autoAbs? 


Flag: Follow up 


Hi Francis, 


(b) (5) 


Amy 

From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Tuesday, November 3, 2020 1:01 PM 

To: Gibbons, Gary (NIH/NHLBI) [E] < b6 Patterson, Amy (NIH/NHLBI) [E] < b6 

Ce: Tabak, Lawrence (NIH/OD) [E] < b6 Wholley, David (FNIH) [T] < v6 Adam, 
Stacey (FNIH) [T] < b6 Freire, Maria (FNIH) [T] < b6 Anderson, James (NIH/OD) [E] 

< b6 Austin, Christopher (NIH/NCATS) [E] < b6 Lane, Cliff (NIH/NIAID) (E] 
< b6 Parker, Ashley (NIH/OD) [E] < b6 

Subject: COVID clotting from autoAbs? 


Hi Gary and Amy, 
) 6) 


Francis 
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From: David Odde [ bé6 


Sent: 11/3/2020 7:30:34 PM 

To: James, Stephanie (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8d1-jamesst] 

ce: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Ashley Haase 
i b6 Bo Connelly [ b6 Christopher Tignanelli [ b6 David 
Boulware [ b6 Carolyn Bramante [ b6 Adam, Stacey (FNIH) [T] 


[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd87510679648859e1cf101c0943414-adamsj4] 
Subject: Re: ACTIV + computational modeling of COVID-19 


Dear Stephanie, 
I am writing to update you on our SARS-CoV-2 life cycle simulator. 


Dr. Carolyn Bramante has submitted the plan for our multisite metformin trial led by UMN, which resulted in 
part from our biophysical modeling. Dr. Bramante will be continuing to correspond with Dr. Stacey Adam at 
FNIH. 


Dave 
On Sun, Apr 19, 2020 at 8:11 PM David Odde < b6 wrote: 
Thank you Stephanic, I appreciate you connecting us to the ACTIV leadership team. 
Dave 
On Sun, Apr 19, 2020 at 10:04 AM James, Stephanie (FNIH) [T] b6 > wrote: 


Dear Dr. Odde, 


Thanks very much for your interest in ACTIV and your offer to make your COVID-19 simulator and your 
expertise available to the program. As you will understand, ACTIV is a work in progress and currently is 
heavily engaged in developing work plans within the four focus areas mentioned in the press release. Your 
offer has been forwarded to the leadership of the relevant working groups for consideration as they seek to 
identify their short and longer term priorities. You may receive further follow up from one or more of these 
groups if they determine that this modcling cffort fits into their agenda. 


In the meantime, we remain grateful for the important work you and your colleagues are pursuing on this 
urgent problem. 


Best regards, 


Stephanie 
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Stephanie James. PhD FASTMH 

Senior Vice President, Science 

Foundation for the National Institutes of Health 
b6 


www. fnih.or: 


11400 Rockville Pike Suite 600, North Bethesda. MD 20852 


In 2018, the FNIH earned another 4-star rating from Ch Javigator and was recognized as an 


organization that exceeds industry standards. 


From: David Odde < b6 

Sent: Saturday, April 18, 2020 6:15 PM 

To: Collins, Francis (NIH/OD) [E] b6 

Ce: Ashley Haase < b6 Bo Connelly < b6 James, Stephanie (FNIH) [T] 
b6 


Subject: ACTIV + computational modeling of COVID-19 


Dear Dr. Collins, 


' 1am the PI on an NCI US54 Physical Sciences in Oncology Center focused on development of a biophysics- 
based "cell migration simulator." A major goal of our work is to develop biophysical models that are 
predictive of therapeutic outcomes, ideally on a patient-by-patient basis, including those in clinical trials. 


I was very interested in the NIH press release yesterday regarding the ACTIV public-private partnership to 
speed COVID-19 vaccine and treatment options. For the last month I have been working with leading UMN 
virologists and infectious disease experts, e.g. NAM member Ashley Haase (cc'd), to develop a biophysics- 
based COVID-19 simulator. We have now completed initial model development and are in the process of 
preparing our first manuscript. Our SARS-CoV-2 simulator (see attached) enables us to predict the likely 
efficacy of current COVID-19 treatments in clinical trials, including remdesivir (high likelihood) and 
hydrox ychloroquine (low likelihood). Applied more broadly, our simulator can potentially be applied to 
objectively set criteria and rank potential candidates. 


Therefore, I believe our COVID-19 modeling team can help: 
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2. Prioritize and accelerate clinical evaluation of therapeutic candidates with near-term 
potential by: 


+ Establishing a steering committee with relevant expertise and objectivity to set criteria 
for and rank potential candidates submitted by industry partners for first wave and 
subsequent evaluation 


1 would appreciate being connected to this effort, and am willing to help lead a biophysical computational 
modeling effort that connects to the broader modeling community. 


Dave 


cc: Bo Connelly, PSOC and IEM SRI manager 


David J. Odde, Ph.D. (he/his) 
Medtronic Professor for Engineering in Medicine 
Director, UMN Physical Sciences in Oncology Center (PS-OC) 
Associate Director, Strategic Research Initiatives, 
UMN Institute for Engineering in Medicine (IEM) 
Department of Biomedical Engineering 
University of Minnesota 
7-132 Hasselmo Hall 
312 Church Street S.E. 
Minneapolis, MN 55455 USA 


Zoom: https://umn-private.zoom.us b6 


Phone: b6 
Fax: b6 

Lab: b6 
Email: b6 


http://oddelab.umn.edu/ 
http://bme.umn.edu/ 
http://psoc.umn.cdu/ 


http://iem.umn.edu/ 
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David J. Odde, Ph.D. (he/his) 

Medtronic Professor for Engineering in Medicine 

Director, UMN Physical Sciences in Oncology Center (PS-OC) 
Associate Director, Strategic Research Initiatives, 

UMN Institute for Engineering in Medicine (IEM) 

Department of Biomedical Engineering 

University of Minnesota 

7-132 Hasselmo Hall 

312 Church Street S.E. 

Minneapolis, MN 55455 USA 


Zoom: https://umn-private.z00m.us b6 


Phone: b6 
Fax: 612-626-6583 
Lab: b6 
Email: b6 


http://oddelab.umn.edu/ 
http://bme.umn.edu/ 
http://psoc.umn,edu/ 
http://iem.umn.edu/ 


David J. Odde, Ph.D. (he/him) 

Medtronic Professor for Engineering in Medicine 

Director, UMN Physical Sciences in Oncology Center (PS-OC) 
Associate Director, Strategic Research Initiatives, 

UMN Institute for Engineering in Medicine (IEM) 

Department of Biomedical Engineering 

University of Minnesota 

7-132 Hasselmo Hall 

312 Church Street S.E. 

Minneapolis, MN 55455 USA 


Zoom: https://umn-private.zoom. b6 
Phone: b6 

Fax: 612-626-6583 

Lab: b6 

Email: b6 
http://oddelab.umn.edu/ 
http://bme.umn.edu/ 

http://psoc.umn.edu/ 

http://iem.umn.edu/ 
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From: Austin, Christopher (NIH/NCATS) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=17597CABC42247S48E596778304F781F-AUSTINC] 

Sent: 11/3/2020 7:57:55 PM 

To: Patterson, Amy (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=afad1ca74b3e449d8b4f319 1d6Sbb70f-pattersa]; Collins, Francis (NIH/OD) [E] 

o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Gibbons, Gary (NIH/NHLBI) 

(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=b71b953b50a5495ca0f2869ab13bc407 -gibbonsgh] 

cc: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabak!]; Wholley, David (FNIH) [T] 

o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883 d0b6996d677257-wholleyd]; Adam, Stacey (FNIH) [T] 

'o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e 1cf101c0943414-adamsj4]; Freire, Maria (FNIH) [T] 

(o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Anderson, James (NIH/OD) 

(E) [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Lane, Cliff (NIH/NIAID) 

|E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane]; Parker, Ashley (NIH/OD) [E] 

/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras); Schmitt, Clare (NIH/NCATS) 

E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a4a12834faSa4b8e972fd284d29f17b2-cschmitt]; Dunsmore, Sarah 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ead4a1420aa346cfbde4dace7bba42bS -dunsmores] 

Subject: RE: COVID clotting from autoAbs? 


Hi Amy, thanks. 


(b) G) 
Chris 
From: Patterson, Amy (NIH/NHLBI) [E] < b6 
Sent: Tuesday, November 3, 2020 2:48 PM 
To: Collins, Francis (NIH/OD) [E] < b6 Gibbons, Gary (NIH/NHLBI) [E] < b6 
Cc; Tabak, Lawrence (NIH/OD) [E] < b6 Wholley, David (FNIH) [T] < b6 Adam, 
Stacey (FNIH) [T] < bé6 Freire, Maria (FNIH) [T] < b6 Anderson, James (NIH/OD) [E] 
< b6 Austin, Christopher (NIH/NCATS) [E] < b6 Lane, Cliff (NIH/NIAID) [E] 
< 6 Parker, Ashley (NIH/OD) [E] < b6 
Subject: RE: COVID clotting from autoAbs? 
Hi Francis, 

)G) 

Amy 
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From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Tuesday, November 3, 2020 1:01 PM 
To: Gibbons, Gary (NIH/NHLBI) [E] b : Patterson, Amy (NIH/NHLBI) [E] b6 
Cc: Tabak, Lawrence (NIH/OD) [E] < b6 Wholley, David (FNIH) [T] b6 >; Adam, 
Stacey (FNIH) [T] b6 >; Freire, Maria (FNIH) [T] b6 >; Anderson, James (NIH/OD) [E] 
b6 >; Austin, Christopher (NIH/NCATS) [E] < b6 >; Lane, Cliff (NIH/NIAID) [E] 
b6 Parker, Ashley (NIH/OD) [E] <a b6 
Subject: COVID clotting from autoAbs? 


Hi Gary and Amy, 
(&) (5) 


Francis 
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From: Patterson, Amy (NIH/NHLBI) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=AFAD1CA74B3E449D8B4F3191D6SBB70F-PATTERSA] 
Sent: 11/3/2020 10:36:26 PM 
To: Austin, Christopher (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabce42247548e5967 7830478 1f-austinc]; Collins, Francis (NIH/OD) {E] 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Gibbons, Gary (NIH/NHLBI) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=b71b953b50a5495ca0f2869ab13bc407 -gibbonsgh] 
ce: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabakl]; Wholley, David (FNIH) [T] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Adam, Stacey (FNIH) [T] 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Freire, Maria (FNIH) [T] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d551d1d345Seaf14854c83f41d84-freiremc]; Anderson, James (NIH/OD) 
(E) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Lane, Cliff (NIH/NIAID) 
|E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane]; Parker, Ashley (NIH/OD) [E] 
/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras]; Schmitt, Clare (NIH/NCATS) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a4a12834faSa4b8e972fd284d29f17b2-cschmitt]; Dunsmore, Sarah 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ead4a1420aa346cfbde4dace7bba42bS -dunsmores] 
Subject: RE: COVID clotting from autoAbs? 


Flag: Follow up 


Hi Chris, Jim would be a great person to start with and | am sure would be eager to help out. | am happy to connect you 
to accelerate things. Just let me know! 


Amy 

From: Austin, Christopher (NIH/NCATS) [E] < b6 

Sent: Tuesday, November 3, 2020 2:58 PM 

To: Patterson, Amy (NIH/NHLBI) [E] < b6 Collins, Francis (NIH/OD) [E] < b6 

Gibbons, Gary (NIH/NHLBI) [E] < b6 

Ce: Tabak, Lawrence (NIH/OD) [E] < b6 Wholley, David (FNIH) [T] < b6 Adam, 
Stacey (FNIH) [T] < b6 Freire, Maria (FNIH) [T] < b6 Anderson, James (NIH/OD) [E] 

g b6é Lane, Cliff (NIH/NIAID) [E] < b6 Parker, Ashley (NIH/OD) [E] 

< b6 Schmitt, Clare (NIH/NCATS) [E] < b6 Dunsmore, Sarah (NIH/NCATS) [E] 
< b6 


Subject: RE: COVID clotting from autoAbs? 


Hi Amy, thanks. 
(b) 6) 


Chris 
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From: Patterson, Amy (NIH/NHLBI) [E] b6 
Sent: Tuesday, November 3, 2020 2:48 PM 


To: Collins, Francis (NIH/OD) [E] < b6 ,ov>; Gibbons, Gary (NIH/NHLBI) [E] b 
Cc: Tabak, Lawrence (NIH/OD) [E] < v6 Wholley, David (FNIH) [T] b6 ; Adam, 
Stacey (FNIH) [T] b6 >; Freire, Maria (FNIH) [T] b6 Anderson, James (NIH/OD) [E] 

b6 Austin, Christopher (NIH/NCATS) [E] v6 >; Lane, Cliff (NIH/NIAID) [E] 

b6 >; Parker, Ashley (NIH/OD) [E] < b6 
Subject: RE: COVID clotting from autoAbs? 
Hi Francis, 
(b) (5) 

Amy 
From: Collins, Francis (NIH/OD) [E] « b6 > 
Sent: Tuesday, November 3, 2020 1:01 PM 
To: Gibbons, Gary (NIH/NHLBI) (E] b6 ; Patterson, Amy (NIH/NHLBI) [E] b6 > 
Ce: Tabak, Lawrence (NIH/OD) [E) b6 Wholley, David (FNIH) [T] < b6 Adam, 
Stacey (FNIH) [T] b6 >; Freire, Maria (FNIH) [T] b6 >; Anderson, James (NIH/OD) [E] 


< b6 >; Austin, Christopher (NIH/NCATS) [E] 
b6 Parker, Ashley (NIH/OD) [E] v6 
Subject: COVID clotting from autoAbs? 


Hi Gary and Amy, 
(b) (5) 


Francis 


; Lane, Cliff (NIH/NIAID) (E] 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 
Sent: 11/4/2020 3:02:23 AM 


To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Stoffels, Paul 
[ b6 

(ole Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1af52dc42427ea3d34f1e07 2f8cb7-menetskijp] 

Subject: FW: ACTIV participation question 

Flag: Follow up 


Hi Paul and Francis — 

Please see below from Joe Menetski—is it OK in your view to continue with Kara on the ACTIV Leadership Team? She 
came to us from the Pharma R&D Leadership Consortium group, has been in my experience really involved and 
invaluable on the ACTIV Preclinical Working Group, and has also been involved in the pandemic preparedness effort 
being led by Tom Hudson on behalf of Hever. As you OK with her staying on the ACTIV LT group. Recall that we allowed 
David Meeker to stay on the LT despite going from KSQ Therapeutics to Rhythm. | can ask Keith Gottesdiener or Andy 
Plump about whether we necessarily need someone from Evotec to replace her in addition. 


Can you please let me know your thoughts? 


Thanks, David 


From: Menetski, Joseph (FNIH) [T] b6 
Sent: Tuesday, November 3, 2020 5:56 PM 

To: Wholley, David (FNIH) [T] b6 

Cc: Menetski, Joseph (FNIH) [T] b6 


Subject: FW: ACTIV participation question 
David, 


Kara Carter is leaving Evotec to join Dewpoint Therapeutics (Chair of their SAB is Phil Sharpe by the way). She would like 
to continue working on the Preclinical Working Group. | and the cochairs are much in favor of her continuing. 


Can | tell her it is fine for her to stay on the working group? 


Kara is also a member of the leadership team. Do we need to see if anyone else from Evotec can take her place on the 
Leadership team, or keep her there in her new company? 


Joe 

From: Kara Carter v6 > 

Sent: Tuesday, November 3, 2020 11:02 AM 

To: Menetski, Joseph (FNIH) [T] < b6 Colvis, Christine (NIH/NCATS) [E] b6 ? 
Young, John < b6 


Subject: ACTIV participation question 

Dear All, 

T will be leaving Evotec for a new opportunity on November 13. My new organization, Dewpoint 
Therapeutics, has indicated they will likely support my continued participation in ACTIV. However, I don’t 


know if ACTIV will want me to continue my participation if I am representing Dewpoint rather than 
Evotec. Can you please provide me guidance on this point? 


COLL0000014340 


Though it is not strictly confidential that Iam changing positions, I would appreciate if you could keep this 
somewhat quiet until I start the new role on Dec 1. Additionally, I will not be available to participate in 
ACTIV meetings Nov 13-Dec 1 should you deem it acceptable for me to continue to participate. 


Kind regards, 
Kara 


e, evotec 


Kara Carter, PhD 
Executive Vice President Infectious Disease 
b6 (Mobile) 
b6 


www.evotec.com 


President, International Society for Antiviral Research 
ht /dwww. isar-icar.com/ 


STATEMENT OF CONFIDENTIALITY. 


This email and any attachments may contain confidential, proprietary, privileged endior private information, 
If received in error, please notify us immediately by reply email and then delete this email and any a'tachments from your system. Thank you! 


Please find our information on data protection here. 


COLL0000014340 


From: Austin, Christopher (NIH/NCATS) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=17597CABC42247S48E596778304F781F-AUSTINC] 
Sent: 11/3/2020 10:42:55 PM 
To: Patterson, Amy (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=afad1ca74b3e449d8b4f319 1d6Sbb70f-pattersa]; Collins, Francis (NIH/OD) [E] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Gibbons, Gary (NIH/NHLBI) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=b71b953b50a5495ca0f2869ab13bc407 -gibbonsgh] 
cc: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabak!]; Wholley, David (FNIH) [T] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883 d0b6996d677257-wholleyd]; Adam, Stacey (FNIH) [T] 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e 1cf101c0943414-adamsj4]; Freire, Maria (FNIH) [T] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Anderson, James (NIH/OD) 
(E) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Lane, Cliff (NIH/NIAID) 
|E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane]; Parker, Ashley (NIH/OD) [E] 
/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras); Schmitt, Clare (NIH/NCATS) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a4a12834faSa4b8e972fd284d29f17b2-cschmitt]; Dunsmore, Sarah 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ead4a1420aa346cfbde4dace7bba42bS -dunsmores] 
Subject: RE: COVID clotting from autoAbs? 


Perfect thanks Amy. 


Sarah/Clare: pls make contact with Jim Morrisey on this. 


Chris 

From: Patterson, Amy (NIH/NHLBI) [E] < b6 

Sent: Tuesday, November 3, 2020 5:36 PM 

To: Austin, Christopher (NIH/NCATS) [E] < b6 Collins, Francis (NIH/OD) [E] < b6 

Gibbons, Gary (NIH/NHLBI) [E] < b6 

Cc: Tabak, Lawrence (NIH/OD) [E] < b6 Wholley, David (FNIH) [T] < b6 Adam, 
Stacey (FNIH) [T] < b6 Freire, Maria (FNIH) [T] < b6 Anderson, James (NIH/OD) [E] 

< b6 Lane, Cliff (NIH/NIAID) [E] < b6 Parker, Ashley (NIH/OD) [E] 

< b6 Schmitt, Clare (NIH/NCATS) [E] < b6 Dunsmore, Sarah (NIH/NCATS) [E] 
bs b6 


Subject: RE: COVID clotting from autoAbs? 


Hi Chris, Jim would be a great person to start with and | am sure would be eager to help out. | am happy to connect you 
to accelerate things. Just let me know! 
Amy 


From: Austin, Christopher (NIH/NCATS) [E] b6 
Sent: Tuesday, November 3, 2020 2:58 PM 
To: Patterson, Amy (NIH/NHLBI) [E] < b6 Collins, Francis (NIH/OD) [E] b6 


COLL0000014342 


Gibbons, Gary (NIH/NHLBI) (E] < b6 


Cc: Tabak, Lawrence (NIH/OD) [E] b6 Wholley, David (FNIH) [T] b6 Adam, 
Stacey (FNIH) [T] b6 >; Freire, Maria (FNIH) [T] b6 Anderson, James (NIH/OD) [E] 
b >; Lane, Cliff (NIH/NIAID) [E] <b ; Parker, Ashley (NIH/OD) [E] 
v6 Schmitt, Clare (NIH/NCATS) [E] b6 Dunsmore, Sarah (NIH/NCATS) [E] 
b6 > 


Subject: RE: COVID clotting from autoAbs? 


Hi Amy, thanks. 


(b) GS) 

Chris 
From: Patterson, Amy (NIH/NHLBI) [E] b6 
Sent: Tuesday, November 3, 2020 2:48 PM 
To: Collins, Francis (NIH/OD) [E] b6 ; Gibbons, Gary (NIH/NHLBI) [E] v6 > 
Ce: Tabak, Lawrence (NIH/OD) [E] b6 ; Wholley, David (FNIH) [T] b6 ; Adam, 
Stacey (FNIH) [T] b6 Freire, Maria (FNIH) [T] < b6 Anderson, James (NIH/OD) [E] 

b6 Austin, Christopher (NIH/NCATS) [E] b6 ; Lane, Cliff (NIH/NIAID) [E] 

b6 Parker, Ashley (NIH/OD) [E] b6 
Subject: RE: COVID clotting from autoAbs? 
Hi Francis, 
(b) (5) 
Amy 
From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Tuesday, November 3, 2020 1:01 PM 
To: Gibbons, Gary (NIH/NHLBI) [E] b6 Patterson, Amy (NIH/NHLBI) [E] b6 
Cc: Tabak, Lawrence (NIH/OD) [E] <i b6 Wholley, David (FNIH) [T] b6 ; Adam, 
Stacey (FNIH) [T] b6 ; Freire, Maria (FNIH) [T] b6 >; Anderson, James (NIH/OD) [E] 
4 b6é >; Austin, Christopher (NIH/NCATS) [E] b6 Lane, Cliff (NIH/NIAID) [E] 
< b6 Parker, Ashley (NIH/OD) [E] < b6 
Subject: COVID clotting from autoAbs? 
Hi Gary and Amy, 
(b) (5) 


Francis 


COLL0000014342 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 11/4/2020 12:10:14 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf}; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=17597cabc42247548e5967 78304f781f-austinc]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm] 

Subject: ACTIV Daily Update 20201104 vF.pptx 

Attachments: ACTIV Daily Update 20201104_vF.pptx 


Slides attached for this morning’s war room call, Wednesday November 4. 


COLL0000014343 


From: Stoffels, Paul [JJCUS] [ b6 

Sent: 11/4/2020 1:10:34 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d67 7257 -wholleyd]; Collins, Francis (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 


(ole Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1af52dc4a427ea3d34f1e072f8cb7-menetskijp] 
Subject: Re: ACTIV participation question 


David, confirming my agreement with having Kara continue on the Activ leadership team. Paul 


From: David Wholley b6 

Date: Wednesday, 4 November 2020 at 04:02 

To: Francis Collins < b6 "Stoffels, Paul [JICUS]" < b6 
Cc; "Menetski, Joseph (FNIH) [T]" < b6 


Subject: FW: ACTIV participation question 


Hi Paul and Francis — 

Please see below from Joe Menetski—is it OK in your view to continue with Kara on the ACTIV Leadership Team? She 
came to us from the Pharma R&D Leadership Consortium group, has been in my experience really involved and 
invaluable on the ACTIV Preclinical Working Group, and has also been involved in the pandemic preparedness effort 
being led by Tom Hudson on behalf of Hever. As you OK with her staying on the ACTIV LT group. Recall that we allowed 
David Meeker to stay on the LT despite going from KSQ Therapeutics to Rhythm. | can ask Keith Gottesdiener or Andy 
Plump about whether we necessarily need someone from Evotec to replace her in addition. 


Can you please let me know your thoughts? 


Thanks, David 


From: Menetski, Joseph (FNIH) [T] < v6 
Sent: Tuesday, November 3, 2020 5:56 PM 

To: Wholley, David (FNIH) [T] < b6 

Cc: Menetski, Joseph (FNIH) [T] b6 


Subject: FW: ACTIV participation question 
David, 


Kara Carter is leaving Evotec to join Dewpoint Therapeutics (Chair of their SAB is Phil Sharpe by the way). She would like 
to continue working on the Preclinical Working Group. | and the cochairs are much in favor of her continuing. 


Can | tell her it is fine for her to stay on the working group? 


Kara is also a member of the leadership team. Do we need to see if anyone else from Evotec can take her place on the 
Leadership team, or keep her there in her new company? 


Joe 

From: Kara Carter b6 

Sent: Tuesday, November 3, 2020 11:02 AM 

To: Menetski, Joseph (FNIH) [T] b6 Colvis, Christine (NIH/NCATS) [E] < b6 >; 


COLL0000014345 


Young, John < be 
Subject: ACTIV participation question 


Dear All, 


I will be leaving Evotec for a new opportunity on November 13. My new organization, Dewpoint 
Therapeutics, has indicated they will likely support my continued participation in ACTIV. However, I don’t 
know if ACTIV will want me to continue my participation if I am representing Dewpoint rather than 
Evotec. Can you please provide me guidance on this point? 


Though it is not strictly confidential that I am changing positions, I would appreciate if you could keep this 
somewhat quiet until I start the new role on Dec 1. Additionally, I will not be available to participate in 
ACTIV meetings Nov 13-Dec 1 should you deem it acceptable for me to continue to participate. 


Kind regards, 
Kara 


e, evotec 


Kara Carter, PhD 
Executive Vice President Infectious Disease 
b6 (Mobile) 
b6 
www.evotec.com 


President, International Society for Antiviral Research 
https://www. isar-icar.com/ 


STATEMENT OF CONFIDENTIALITY. 


This email and any attachments may contain confidential, proprietary, privileged and/or private information. 
If received in error, please nolify us immediately by reply email and then delete this email and any aitachments from your system. Thank you! 


Please find our information on data protection here. 


COLL0000014345 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 
Sent: 11/3/2020 7:05:07 PM 


To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

ce Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak!] 

Subject: 11.4 ACTIV Executive Committee Meeting 20201103 Final Draft_Updated.optx 


Attachments: 11.4 ACTIV Executive Committee Meeting 20201103 Final Draft_Updated.pptx 


Hi, Francis — as promised, here is a revised version of the deck for tomorrow morning’s ACTIV EC call. Stacey is reviewing 
this with Sarah and Eric as we speak, so there may be a few changes, but | understand they should be fairly 
minor. Please let me know any further questions or suggestions on this. Thanks, David 


COLL0000014353 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 


Sent: 11/5/2020 8:30:24 PM 
To: b6 b6 
cc: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Read, Sarah (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd87510679648859e1cf101c0943414-adamsj4] 


Subject: Call regarding EMPACTA study 
Flag: Follow up 
bo , 


On behalf of the ACTIV team, | just wanted to say a big thank you for arranging the discussion between Bill Reiss and 
Larry Tsai on the Roche team and Sarah Read from NIAID. The call, which was also attended by me and Stacey Adam, 
was incredibly useful as to novel, practical advice on enhancing trial enrollment in underserved minority populations. 


Regards, 
David 


David Wholley 
Senior Vice-President, Research Partnerships 
Foundation for the National Institutes of Health 


In 2019, the FNIH earned the highest rating from Charity Navigator for the fifth consecutive year and was recognized 
as an organization that exceeds industry standards, 


COLL0000014373 


From: Read, Sarah (NIH/NIAID) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=527B160038004A199AE6EOBAC2226099-READSA] 


Sent: 11/5/2020 8:54:37 PM 
To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702Fcf28414883d0b6995d677257-wholleyd]; b6 
b6é 
ce Collins, Francis (NIH/OD) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd87510679648859e1cf101c0943414-adamsj4] 

Subject: RE: Call regarding EMPACTA study 


Just seconding those thanks...really impressive work done by your team!! 


Best, 

Sarah 

From: Wholley, David (FNIH) [T] < v6 

Sent: Thursday, November 5, 2020 3:30 PM 

To: v6 b6 

Ce: Collins, Francis (NIH/OD) [E] < b6 Read, Sarah (NIH/NIAID) [E] < v6 Adam, 
Stacey (FNIH) [T] < b6 


Subject: Call regarding EMPACTA study 


b6 
On behalf of the ACTIV team, | just wanted to say a big thank you for arranging the discussion between Bill Reiss and 
Larry Tsai on the Roche team and Sarah Read from NIAID. The call, which was also attended by me and Stacey Adam, 
was incredibly useful as to novel, practical advice on enhancing trial enrollment in underserved minority populations. 


Regards, 
David 


David Wholley 


Senior Vice-President, Research Partnerships 

Foundation for the National Institutes of Health 
b6 

fnih.org, 


11400 Rockville Pike Suite 600 North Bethesda, MD 20852 


In 2019, the FNUL earned the highest rating from Charity Navigator for the fifth consecutive year and was recognized 
as an organigation that exceeds industry standards, 


COLL0000014374 


From: b6 b6 


Sent: 11/5/2020 9:35:59 PM 

To: Read, Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa] 

fo J Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875{0679648859e1cf101c0943414-adamsj4]; Collins, Francis (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d67 7257 -wholleyd] 

Subject: Re: Call regarding EMPACTA study 


Flag: Follow up 
I’m so glad it was helpful. 
Best, 
b6 
On Thu, 5 Nov 2020 at 21:55, Read, Sarah (NIH/NIAID) [E] < b6 wrote: 


Just seconding those thanks...really impressive work done by your team!! 


Best, 


Sarah 


From: Wholley, David (FNIH) [T] b6 

Sent: Thursday, November 5, 2020 3:30 PM 

To: b6 b6 > 

Ce: Collins, Francis (NIH/OD) [E] < b6 Read, Sarah (NIH/NIAID) [E] 
b6 >; Adam, Stacey (FNIH) [T] b6 

Subject: Call regarding EMPACTA study 


b6 
On behalf of the ACTIV team, I just wanted to say a big thank you for arranging the discussion between Bill 
Reiss and Larry Tsai on the Roche team and Sarah Read from NIAID. The call, which was also attended by 


me and Stacey Adam, was incredibly useful as to novel, practical advice on enhancing trial enrollment in 
underserved minority populations. 


Regards, 


David 


COLL0000014375 


David Wholley 

Senior Vice-President, Research Partnerships 

Foundation for the National Institutes of Health 
b6 


11400 Rockville Pike Suite 600 North Bethesda, MD 20852 


In 2019, the FNIH earned the highest rating from Charity Navigator for the fifth consecutive year and was 
recognized as an organization that exceeds industry standards. 


COLL0000014375 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 11/6/2020 12:47:42 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf}; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854¢83f41d84-freiremc]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=17597cabce42247548e5967 78304f781f-austinc]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm] 

Subject: ACTIV Daily Update 20201106vFrev.pptx 

Attachments: ACTIV Daily Update 20201106vFrev.pptx 


Here are slides for today’s war room call, Friday November 6. 


COLL0000014377 


From: Rick Klausner [ b6 


Sent: 1/24/2021 8:41:22 PM 

To: Collins, Francis (NIH/OD) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

cc: Rajiv Shah [ bé Fauci, Anthony (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange 


Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=df38103d75134f658ae2d356f0396b94-afauci]; Wood, 
Gretchen (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8bSd1e0e1a8f76c1f-woodgs]; Menetski, Joseph (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1afS2dc4a427ea3d34f1e072f8cb7-menetskijp]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Anabey Camarena 
[ b6 Geanacopoulos, Danielle [ b6 

Subject: Re: Global Pandemic Surveillance 


Francis, 

Thanks so much for this response and thanks to Tony for sharing this with you. Not surprisingly, you and 
ACTIV are really in top of this and our goal is only to be helpful and non-duplicative 

of the work the world must accomplish to stay ahead of this evolving situation. Our hope is to provide a more 
global linkage to assure that the global dimensions of the monitoring, phenotyping and 
recommendation/prioritization of rapid mitigation, should that be needed and also to share standards for data, 
analytics and phenotyping of emerging strains. Raj and | would be grateful to get on a call with you and I am 
including Anabey (for me) and Dani (for Raj) 

Best 

Rick 


On Jan 24, 2021, at 2:45 PM, Collins, Francis (NIH/OD) [E] < b6 wrote: 
Hi Raj and Rick, 


Tony Fauci shared with me the attached document that the Rockefeller Foundation has 
prepared on SARS-CoV-2 genomic surveillance and preparedness. | couldn’t agree more how 
critical this is. The ACTIV public-private partnership, now including 20 companies, NIH, CDC, 
FDA, VA, BARDA, and others, has been working hard to develop a significantly expanded effort 
to track emerging variants and test their functional significance for vaccines and 

therapeutics. That includes a mechanism for the functional studies (including animal testing) to 
be coordinated and the results rapidly deposited in a public database. Industry is completely 
aligned, and funds have been made available for the first year. 


This program is intended to track and respond to variants both in the US (where surveillance 
has been limited but is now being significantly scaled up through CDC) and elsewhere. With the 
US now rejoining the WHO (hooray), the ability to work with global partners should be 
significantly improved. There are some vexing issues with access to information in the GISAID 
database that need to be worked out, and we are moving on that with BMGF (Trevor Mundel) 
and Wellcome (Jeremy Farrar). 


All this is to say that we are right in the middle of a lot of actions that fall within the Priority 1 


and 2 recommended actions outlined in your document. Perhaps we ought to get on the 
phone to discuss? Gretchen Wood handles my phone diary and could find a time for such a 


COLL0000014379 


call. | would want Joe Menetski and David Wholley of FNIH, who have been leading the plan for 
this ACTIV project, to join me. 


Best, Francis 


<210122_Global and U.S. Pandemic Genomics Platform_Rockefeller Foundation_vFINAL.pdf> 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 11/7/2020 12:50:58 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Lorsch, Jon (NIH/NIGMS) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=be9d3c649a724857811d44b495d9ce45-lorschir]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak|] 


Ce: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d55 1d1d3455eaf14854c83f41d84-freiremc] 
Subject: FW: Singing on NIH-funded therapeutics-focused COVID trials 


Attachments: ACTIV Trials Fact Sheet.pdf 


Just wanted to highlight the kind of uptake and follow-up we are getting from the team at NIGMS on ACTIV. Thank you, 
Dr. Lorsch! 


From: Adam, Stacey (FNIH) [T] < b6 
Sent: Friday, November 6, 2020 6:26 PM 
To: Wholley, David (FNIH) [T] < b6 


Subject: FW: Singing on NIH-funded therapeutics-focused COVID trials 
Importance: High 


Just FYI on the IDeA networks. 
Stacey J. Adam, PhD 


Director, Cancer 
Research Partnerships 


Dire b6 Mobile: b6 
From: Lei, Ming (NIH/NIGMS) [E] b6 
Sent: Friday, November 6, 2020 6:23 PM 
To: b6 
bo 

b6 Stein, Gary S< b6 
Cc: Adam, Stacey (FNIH) [T] b6 Barthold, Julia (NIH/NIGMS) [E] < b6 McGuirl, 
Michele (NIH/NIGMS) [E] b6 > 


Subject: Singing on NIH-funded therapeutics-focused COVID trials 
Importance: High 


Dear Colleagues , 

The NIH is funding five Accelerating COVID-19 Therapeutic Interventions and Vaccines (ACTIV 1-5) clinical trials. The NIH 
leadership considers the participation of |DeA state institutions in these trials critically important for providing rural and 
underserved populations with access to the most promising therapeutics-focused national clinical trials. 

lam writing to urge your participation in one or more of these trials. Attached please find a fact sheet that summarizes 


the essential information about the 5 trials and directs you to sign on by simply emailing Dr. Stacey Adam 
b6 , and copying Dr. Julia Barthold bé 


COLL0000014394 


If you need more detailed information such as master protocols, please contact Dr. Julia Barthold. 


The current state of the pandemic in your area underscores the urgency for quick action. | ask for and appreciate your 
immediate attention and action to this plead. The IDeA program at NIGMS will do everything possible to help. Please 
feel free to share this message with colleagues who can help with this effort in your institution and/or state. 


Sincerely, 
Ming Lei 


Ming Lei, PhD 

Director, Division for Research Capacity Building 
National Institute of General Medical Sciences 
E-mail: b6 


Website: https://www.nigms.nih.gov/capacity-building 


The Division’s Funding Portfolios: 


https://www.nigms.nih.gov/Research/DRCB/Pages/DRCB-iDeA-interactive-Portfolio-Dashboard.aspx 
https://www.nigms.nih.gov/Research/DRCB/Pages/DRCB-NARCH-Interactive-Portfolio-Dashboard.aspx 
https://www.nigms.nih.gov/Research/DRCB/Pages/DRCB-SCORE-interactive-Portfolio-Dashboard.aspx 
https://www.nigms.nih.gov/Research/DRCB/Pages/DRCB-SEPA-Interactive-Portfolio-Dashboard.aspx 


RADx Initiatives: https://www.nih.gov/research-training/medical-research-initiatives/radx/radx-programs 


COVID-19: Information for NIH Applicants and Grantees 
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From: Lorsch, Jon (NIH/NIGMS) [E} [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=BE9D3C649A724857811D44B495D9CE45-LORSCHJR] 

Sent: 11/7/2020 12:11:59 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d67 7257 -wholleyd]; Collins, Francis (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak!] 


Ce: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc] 
Subject: Re: Singing on NIH-funded therapeutics-focused COVID trials 


Many thanks, David. My understanding is that WV and PR have already contacted Stacey to talk about signing on to one 
or more trials. We will keep pushing others to do the same - it really is a win-win for the states and COVID-19 research. 
The webinar was well attended and very well executed. 


(b) (5) 


Best, 


Jon 


From: "Wholley, David (FNIH) [T]" < b6 

Date: Friday, November 6, 2020 at 7:51 PM 

To: "Collins, Francis (NIH/OD) (E]" < b6 “Lorsch, Jon (NIH/NIGMS) [E]"< b6 
"Tabak, Lawrence (NIH/OD) [E]" < b6 

Cc: "Freire, Maria (FNIH) [T]" b6 

Subject: FW: Singing on NIH-funded therapeutics-focused COVID trials 


Just wanted to highlight the kind of uptake and follow-up we are getting from the team at NIGMS on ACTIV. Thank you, 
Dr. Lorsch! 


From: Adam, Stacey (FNIH) [T] < b6 
Sent: Friday, November 6, 2020 6:26 PM 
To: Wholley, David (FNIH) [T] < b6 


Subject: FW: Singing on NIH-funded therapeutics-focused COVID trials 
Importance: High 


Just FYI on the IDeA networks. 


Stacey J, Adam, PhD 
Director, Cancer 
Partnerships 
b6 Mobile: b6 
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From: Lei, Ming (NIH/NIGMS) [E] b6 
Sent: Friday, November 6, 2020 6:23 PM 


To: b6 
bo 
b6 ; Stein, Gary S b6 
Cc: Adam, Stacey (FNIH) [T] b6 >; Barthold, Julia (NIH/NIGMS) [E] b6 >; McGuirl, 
Michele (NIH/NIGMS) [E] < b6 


Subject: Singing on NIH-funded therapeutics-focused COVID trials 
Importance: High 


Dear Colleagues, 
The NIH is funding five Accelerating COVID-19 Therapeutic Interventions and Vaccines (ACTIV 1-5) clinical trials. The NIH 
leadership considers the participation of |DeA state institutions in these trials critically important for providing rural and 
underserved populations with access to the most promising therapeutics-focused national clinical trials. 
lam writing to urge your participation in one or more of these trials. Attached please find a fact sheet that summarizes 
the essential information about the 5 trials and directs you to sign on by simply emailing Dr. Stacey Adam 

b6 ), and copying Dr. Julia Barthold b6 
If you need more detailed information such as master protocols, please contact Dr. Julia Barthold. 
The current state of the pandemic in your area underscores the urgency for quick action. | ask for and appreciate your 
immediate attention and action to this plead. The IDeA program at NIGMS will do everything possible to help. Please 
feel free to share this message with colleagues who can help with this effort in your institution and/or state. 
Sincerely, 


Ming Lei 


Ming Lei, PhD 

Director, Division for Research Capacity Building 
National Institute of General Medical Sciences 
E-mail: b6 


igms.nih.gov/capacity-building 


The Division’s Funding Portfolios: 


https://www.nigms.nih.gov/Research/DRCB/Pages/DRCB-IDeA-interactive-Portfolio-Dashboard.aspx 
https. 
https://www.nigms.nih.gov/Research/DRCB/Pages/DRCB-SCORE-interactive-Portfolio-Dashboard.aspx 
https://www.nigms.nih.gov/Research/DRCB/Pages/DRCB-SEPA-Interactive-Portfolio-Dashboard.aspx 


COVID-19: Information for NIH Applicants and Grantees 
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From: Schwetz, Tara (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=0B1DA1E96S0D44FASA9E2D94F24B5035-SCHWETZTA] 

Sent: 11/8/2020 3:39:15 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e 1cf101c0943414-adamsj4] 

Cr Austin, Christopher (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=17597cabe42247548e5967 7830478 1f-austinc]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 


Subject: Re: Antiviral Summit Follow-up 
Flag: Follow up 
Francis, 


For what it’s worth, | don’t see it on the portal submission list; however, I’m double checking to be sure. 
Best, 


Tara A. Schwetz, PhD 
Associate Deputy Director, NIH 
A: Building 1, Room 138 
P: b6 | Mz b6 


From: "Collins, Francis (NIH/OD) [E]" < b6 

Date: Saturday, November 7, 2020 at 3:34 PM 

To: "Adam, Stacey (FNIH) [T]" < b6 

Ce: Tara Schwetz < b6 “Austin, Christopher (NIH/NCATS) [E]" < b6 
"Wholley, David (FNIH) [T]" b6 

Subject: FW: Antiviral Summit Follow-up 


OD TALKBACK 
nnect While Stopp 


Hi Stacey, 
Can you respond to this query for me? Is this a drug that has been considered by the prioritization group? 


Tx, FC 


From: White, Kris < b6 

Sent: Friday, November 6, 2020 4:43 PM 

To: Collins, Francis (NIH/OD) [E] < b6 
Subject: Antiviral Summit Follow-up 


Hi Dr. Collins, 
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Iam a young investigator working on repurposing clinically-approved drugs as antivirals for the treatment of 
COVID19. I really enjoyed the Ant viral Summit Today. We have recently discovered the cancer drug aplidin 
as an effective antiviral against SARS-CoV-2. PharmaMar, who developed the drug for the treatment of 
multiple mycloma, is beginning Phase III clinical trials against COVID19. 


There is still much work to be done in understanding the antiviral effects of aplidin. I plan to submit a grant to 
characterize the breadth of the antiviral effect against coronaviruses and other respiratory viruses, search for 
synergy in combination with a panel of antiviral compounds, and determine what impact this host-targeted 
antiviral has on the immune response to SARS-CoV-2. 


When looking at the expedited grant mechanisms at NIH, many of them seem to have expired. I could submit 
this as an ROL, but I was hoping that there might be a more specialized mechanism that would be appropriate 
for such studies. Looking at ACTIV, it seems like my work would be of interest, but I don't really see a 
mechanism for funding. 


Any help you could provide would be greatly appreciated as I know your time is precious. 


Best, 


Kris White 

Assistant Professor 

Microbiology Department. 

Icahn School of Medicine at Mount Sinai 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=DCD875F06796488S9E 1CF101C0943414-ADAMSJ4] 

Sent: 11/8/2020 2:36:03 PM 

To: Schwetz, Tara (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0b1da1e9650d44fa9a9e2d94f24bS035-schwetztal; Collins, Francis (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

CC: Austin, Christopher (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: RE: Antiviral Summit Follow-up 


Hi Francis, 


To follow up on Tara’s note, it also has not be submitted to the compound survey yet either. Therefore, | will respond to 
the investigator and let him know how he can submit the agent if he wishes to have it considered for the trial. 


Thanks, 
Stacey 


Director, Cancer 
h Partnerships 
b6 Mobile: b6 
From: Schwetz, Tara (NIH/OD) [E] < b6 
Sent: Saturday, November 7, 2020 10:39 PM 
To: Collins, Francis (NIH/OD) [E] < b6 Adam, Stacey (FNIH) [T] < b6 
Cc: Austin, Christopher (NIH/NCATS) [E] < b6 Wholley, David (FNIH) [T] < b6 


Subject: Re: Antiviral Summit Follow-up 

Francis, 

For what it’s worth, | don’t see it on the portal submission list; however, I’m double checking to be sure. 
Best, 


Tara A. Schwetz, PhD 
Associate Deputy Director, NIH 
A: Building 1, Room 138 
Pr b6 [M: b6 


Ele 


From: "Collins, Francis (NIH/OD) [E]" < v6 

Date: Saturday, November 7, 2020 at 3:34 PM 

To: "Adam, Stacey (FNIH) [T]" b6 

Cc: Tara Schwetz b6 >, "Austin, Christopher (NIH/NCATS) [E]" < b6 
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"Wholley, David (FNIH) [T]" < v6 
Subject: FW: Antiviral Summit Follow-up 


Hi Stacey, 


Can you respond to this query for me? Is this a drug that has been considered by the prioritization group? 


Tx, FC 

From: White, Kris b6 > 
Sent: Friday, November 6, 2020 4:43 PM 

To: Collins, Francis (NIH/OD) [E] b6 


Subject: Antiviral Summit Follow-up 


Hi Dr. Collins, 


Tam a young investigator working on repurposing clinically-approved drugs as antivirals for the treatment of 
COVID19. I really enjoyed the Ant viral Summit Today. We have recently discovered the cancer drug aplidin 
as an effective antiviral against SARS-CoV-2, PharmaMar, who developed the drug for the treatment of 
multiple myeloma, is beginning Phase III clinical trials against COVID19. 


There is still much work to be done in understanding the antiviral effects of aplidin. I plan to submit a grant to 
characterize the breadth of the antiviral effect against coronaviruses and other respiratory viruses, search for 
synergy in combination with a panel of antiviral compounds, and determine what impact this host-targeted 
antiviral has on the immune response to SARS-CoV-2. 


When looking at the expedited grant mechanisms at NIH, many of them seem to have expired. I could submit 
this as an RO1, but I was hoping that there might be a more specialized mechanism that would be appropriate 
for such studies. Looking at ACTIV, it seems like my work would be of interest, but I don't really see a 
mechanism for funding. 


Any help you could provide would be greatly appreciated as I know your time is precious. 


Best, 


Kris White 
Assistant Professor 


COLL0000014409 


Microbiology Department 
Icahn School of Medicine at Mount Sinai 
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From: Austin, Christopher (NIH/NCATS) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=17597CABC42247548E596778304F781F-AUSTINC] 

Sent: 11/8/2020 6:34:56 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Hall, Matthew (NIH/NCATS) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c76a7b26237 142aaa095fda97973fSe6-hallma_b4f6]; Anderson, James 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Wholley, David (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: RE: Requested Implementation Plan for Recommendations from SARS-CoV-2 Antiviral Therapeutics Summit 


Flag: Follow up 


Thx Francis will do 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Saturday, November 7, 2020 5:11 PM 

To: Austin, Christopher (NIH/NCATS) [E] < b6 Hall, Matthew (NIH/NCATS) [E] 

< b6 Anderson, James (NIH/OD) [E] < b6 Wholley, David (FNIH) [T] 
< b6 


Subject: FW: Requested Implementation Plan for Recommendations from SARS-CoV-2 Antiviral Therapeutics Summit 
Importance: High 


FYI. If interested, please contact him directly. 


RG 

From: John Gregg < b6 

Sent: Saturday, November 7, 2020 12:43 AM 
To: Collins, Francis (NIH/OD) [E] < b6 
Ce: Collins, Francis (NIH/OD) [E] b6 


Subject: Requested Implementation Plan for Recommendations from SARS-CoV-2 Antiviral Therapeutics Summit 
Importance: High 


Dear Dr. Collins: 


Thank you for sponsoring and addressing Friday afternoon’s NIH SARS-CoV-2 Antiviral Therapeutics Summit. At its 
conclusion you provided your email address and asked for specific recommendation on how to implement the 
suggestions and recommendations of the members of the expert panels. As a veteran antiviral drug developer for both 
the biggest drug companies in the world (Pfizer, Novartis, J8J, BMS), as well as start-up biopharmaceutical companies 
developing SARS-CoV-2 direct antivirals, interacting with all of the relevant federal agencies, | offer the well thought out 
29 page detailed implementation plan (with executive summary) for the suggestions made in the Summit that are 
attached on this email. 


The key recommendations are for: 


®)@) 
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) @) 


| would like to work with you as an advisor on implementing this plan. You can call me any time (day, night, weekends, 


etc.). | don’t mind. This is of paramount importance. 


FYI, (b) (4) 
(b) (4) 
For 10 years, (b) (4) 
(b) (4) 


Thanks again for a great meeting. 
Sincerely, 
John Gregg 


John M.H. Gregg, MBA, CLP 
President, CEO 

BalinBac Therapeutics, Inc. 
657 Rosedale Road 
Princeton, New Jersey 08540 


Phone: b6 

Mobile: b6 

Email: b6 4 
Web: www.balinbac.com 


Linked-In: _https://www.linkedin.com/in/john-gregg-2b61b83/ 
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From: Anderson, James (NIH/OD} [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=73143D1860BC42458BE254CA21573B23-ANDERSONJM] 

Sent: 11/8/2020 9:20:11 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d345S5eaf14854c83f41d84-freiremc]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak|]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2 24446614 0faa95aaaafeO6ebd70-parkeras] 

Subject: RE: SARS-CoV-2 and mink 


Test this idea in NHPs. We have vaccinated cohorts, unless they were euthanized as part of the challenge studies. The 
NPRCs have been encouraging use of one virus sequence for all studies. 


Jim 

From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Sunday, November 8, 2020 3:51 PM 

To: Wholley, David (FNIH) [T] < b6 Freire, Maria (FNIH) [T] < b6 Lane, Cliff (NIH/NIAID) 
[El< b6 Austin, Christopher (NIH/NCATS) [E] < b6 Tabak, Lawrence (NIH/OD) [E] 
< b6 Anderson, James (NIH/OD) [E] < b6 Parker, Ashley (NIH/OD) [E] 

< b6 


Subject: FW: SARS-CoV-2 and mink 
Hi there War Room team, 
See the long e-mail thread below. Can we talk tomorrow about what role the ACTIV WGs might want to play 


in this general area of mutations in SARS-CoV-2, and their potential impact on effectiveness of vaccines and 
mAbs? 


EG 

From: Graham, Barney (NIH/VRC) [E] < b6 

Sent: Sunday, November 8, 2020 9:02 AM 

To; Mascola, John (NIH/VRC) [E] < b6 Taubenberger, Jeffery (NIH/NIAID) [E] 
< b6 Collins, Francis (NIH/OD) [E] < b6 

Ce: Fauci, Anthony (NIH/NIAID) [E] < b6 Lane, Cliff (NIH/NIAID) [E] < b6 


Subject: RE: SARS-CoV-2 and mink 


(b) 4). ©) ) 


COLL0000014414 


(©) A). &) 6) 


Barney 


From: Mascola, John (NIH/VRC) [E] < b6 

Sent: Saturday, November 7, 2020 7:38 PM 

To: Taubenberger, Jeffery (NIH/NIAID) [E] < b6 Collins, Francis (NIH/OD) [E] 

< v6 

Ce: Fauci, Anthony (NIH/NIAID) [E] < b6é Lane, Cliff (NIH/NIAID) [E] < b6 Graham, 
Barney (NIH/VRC) [E] < b6 

Subject: RE: SARS-CoV-2 and mink 


(b) (S) 


John 


From: Taubenberger, Jeffery (NIH/NIAID) [E] < b6 

Sent: Saturday, November 7, 2020 7:04 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Ce: Fauci, Anthony (NIH/NIAID) [E] < b6 Lane, Cliff (NIH/NIAID) [E] < b6 Mascola, 
John (NIH/VRC) [E] < b6 Graham, Barney (NIH/VRC) [E] < b6 

Subject: Re: SARS-CoV-2 and mink 


Dear Francis, 


(b) (5) 
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)G) 


| would value other opinions on this evolving situation, 
With best regards, 
Jeff 


Jeffery K. Taubenberger, M.D., Ph.D., 

Chief, Viral Pathogenesis and Evolution Section 
Deputy Chief, Laboratory of Infectious Diseases 
National Institute of Allergy and Infectious Diseases 
National Institutes of Health 

33 North Drive, Room 3E19A.2 MSC 3203 
Bethesda, MD 20892-3203 USA 


Tel. b6 Fax. 1-301-480-1696 
email: b6 


Disclaimer: The information in this e-mail and any of its attachments is confidential and may contain sensitive 
information. It should not be used by anyone who is not the original intended recipient. If you have received 
this e-mail in error please inform the sender and delete it from your mailbox or any other storage 

devices. National Institute of Allergy and Infectious Diseases shall not accept liability for any statements made 
that are sender's own and not expressly made on behalf of NIAID. 


From: "Collins, Francis (NIH/OD) [E]" < b6 
Date: Saturday, November 7, 2020 at 3:18 PM 
To: "Taubenberger, Jeffrey (NIH/NIAID) [E]" < b6 
Ce: "Fauci, Anthony (NIH/NIAID) [E]" b6 >, "Lane, Cliff (NIH/NIAID) [E]" 
b6 >, "Mascola, John (NIH/VRC) [E]" < b6 "Graham, Barney (NIH/VRC) 
[EI"< b6 


Subject: FW: SARS-CoV-2 and mink 


Hi Jeff, 
(b) G) 


COLL0000014414 


Francis 


From: Pardis Sabeti < b6 

Sent: Saturday, November 7, 2020 2:26 PM 

To: Luban, Jeremy < b6 

Ce: Collins, Francis (NIH/OD) [E] < b6é Fauci, Anthony (NIH/NIAID) [E] < b6 


Subject: Re: SARS-CoV-2 and mink 
Hi Francis and Tony, 
| hope you are all having a good day, and can only imagine all that is going on with today's announcement. 


Jeremy gave a great run down of the mutation in minks. Kristian Andersen also gave a nice explainer on twitter as 
well: https://twitter.com/k_g_andersen/status/1325149383931822081?s=21 


Pardis 


On Fri, Nov 6, 2020 at 2:46 PM Luban, Jeremy < b6 wrote: 


Dear Francis, 


The researchers | know have not seen the Danish data, though the data must be concerning if the Prime Minister 
ordered the destruction of the whole mink industry. 


The new Danish sequences that were uploaded were all from humans and cover much of the 2020 outbreak (some 
from the Spring). There is a cluster of Spike mutations that have been gleaned so far, delta-69/70, Y453F, |692V, 
M1229l. Of these, Y453F the most likely candidate to render Spike resistant to Ab neutralization: 

1. it is in the RBD pointing towards ACE2 

2. it was identified in an attempt get escape from the Regeneron MoAbs, using full SARS-CoV-2, in the original 
Regeneron studies (Science 369:1014—-1018). 

Outside of Denmark, Y453F has been seen 12 times, mostly in Europe (some linked to Denmark, others not), twice in 
South Africa, and one isolate from Utah. 


There is also a preprint online this week about another S protein variant in the RBD, N439K 
(https://doi.org/10.1101/2020.11.04.355842). This variant has mostly been seen in the UK, caveat that the vast 
majority of the world’s database is from the UK. N439K has increased binding affinity for ACE2 and modest resistance 
to neutralization by Regeneron MoAbs, and to some convalescent sera. 


Bottom-line is we need to see the experiments that were done in Denmark. 
AND, we need to continue monitoring SARS-CoV-2 sequences. 


Thanks for all you do, 
Jeremy 


Jeremy Luban, M.D. 

David J. Freelander Chair in AIDS Research 

Professor, Program in Molecular Medicine and Biochemistry & Molecular Pharmacology 
University of Massachusetts Medical School 

Broad Institute of MIT and Harvard 

Massachusetts Consortium on Pathogen Readiness 

Website: http://www. lubanlab.ong 

Twitter: @LubanLab 


Forwarded message 


COLL0000014414 


From: Collins, Francis (NIH/OD) [E] < b6 
Date: Fri, Nov 6, 2020 at 9:33 AM 
Subject: SARS-CoV-2 and mink 


To: Pardis Sabeti < b6 
Ce: Fauci, Anthony (NIH/NIAID) [E] < b6 
Hi Pardis, 


The news that there are virus isolates from minks with mutations in the spike protein that might affect 
vaccine efficacy is stirring up a lot of concern. | understand that the Danish group uploaded a lot of 
sequences last night. Is your group all over this? Can you let me know what you are finding? 


Francis 


Pardis Sabeti, MD, DPhil 

Professor, Harvard University & Harvard T.H. Chan School of Public Health 
Broad Institute of MIT and Harvard 

Howard Hughes Medical Institute 


Assistant: Mike Butts b6 
Phone: b6 
Website: www.sabetilab.org 


Pardis Sabeti, MD, DPhil 

Professor, Harvard University & Harvard T.H. Chan School of Public Health 
Broad Institute of MIT and Harvard 

Howard Hughes Medical Institute 


Assistant: Mike Butts b6 


Phone: v6 
Website: www.sabetilab.org 


COLL0000014414 


From: Tabak, Lawrence (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=02E22836B5FF4E9988E3 7 70CFC7EE770-TABAKL] 


Sent: 11/8/2020 10:54:41 PM 
To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 
Subject: FW: Discussion with Andy Plump 
Flag: Follow up 
Francis, 
(©) ). (&) ) 
Larry 
From: "Culp, Michelle (NIH/OD) [E]" < b6 
Date: Sunday, November 8, 2020 at 5:49 PM 
To: "Tabak, Lawrence (NIH/OD) [E]" < b6 "Wholley, David (FNIH) [T]" 
< b6 


Subject: RE: Discussion with Andy Plump 


Larry, 


Your recollection is right. (b) (4). (b) (5) 
(b) (4), (b) (5) 


Best regards, 
Michelle 


From: Tabak, Lawrence (NIH/OD) [E] < b6 

Sent: Saturday, November 7, 2020 2:03 PM 

To: Wholley, David (FNIH) [T] < b6 Culp, Michelle (NIH/OD) [E] < b6 
Subject: Re: Discussion with Andy Plump 


David, 


Sorry for the delay in responding—| am typically off-line Friday evenings until later in the evening, and you had already 
sent you reply by then. 


(©) @). &) 6) 


COLL0000014416 


(©) @). &) G) 


Larry 


From: "Wholley, David (FNIH) [T]" b6 

Date: Friday, November 6, 2020 at 8:05 PM 

To: "Tabak, Lawrence (NIH/OD) [E]" < b6 "Culp, Michelle (NIH/OD) [E]" 
b6 

Subject: RE: Discussion with Andy Plump 


| have not heard back so assume current action items are ok. | am going to have the notes sent out now. Thanks 


From: Wholley, David (FNIH) [T] 

Sent: Friday, November 6, 2020 3:27 PM 

To: Tabak, Lawrence (NIH/OD) [E] b6 Culp, Michelle (NIH/OD) [E] v6 
Subject: Discussion with Andy Plump 


Hi Larry and Michelle — Attached are the final minutes and action items from Wednesday’s ACTIV EC meeting. You will 


notice there was discussion of the issue of data sharing generally (b) (4). (b) (5), 
(b) (4). (&) (5) 


'm happy to facilitate a call with Andy to discuss this if you think useful, but | am certainly not up on any of the detail 
related to this issue, and certainly do not want to get in the way here. Please let me know your thoughts, and, of course 
feel free to share this with Francis. 


Thanks, David 


COLL0000014416 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 11/9/2020 2:59:15 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf}; Tabak, Lawrence (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836bSff4e9988e3770cfc7ee770-tabak!]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=17597cabc42247548e5967 78304f781f-austinc]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm] 

Subject: FW: question re: COVID-19 vaccines given to patients on B-cell depleting agents 


Hi all, can we please discuss best answerto —_(b) (6) ~— email below on tomorrow’s war room? Thanks. David 


From: Santos, Michael (FNIH) [T] < b6 

Sent: Friday, November 6, 2020 4:38 PM 

To: Wholley, David (FNIH) [T] < b6 

Subject: RE: question re: COVID-19 vaccines given to patients on B-cell depleting agents 


(b) G) 


The topic that we want to discuss in our meeting is (b) (5) 
(b) (5) Schedule-wise, this conversation won't 
happen until Dec at the earliest. 


So my best answer is that we (b) (5) 
(b) (5) 
If you want some thing for him faster than that, (b) (5) 
() (5) 


Thanks, 
Mike 


Michaet 
Ass 


ntos, PhD 
Vice President, Science | Foundation for the 


utes of Health 

From: Wholley, David (FNIH) [T] b6 

Sent: Friday, November 6, 2020 4:24 PM 

To: Santos, Michael (FNIH) [T] b6 

Subject: FW: question re: COVID-19 vaccines given to patients on B-cell depleting agents 


Any idea how | would answer this? Who | would go to? Thanks 


COLL0000014417 


From: b6 

Sent: Thursday, November 5, 2020 9:45 AM 

To: Wholley, David (FNIH) [T] b6 

Ce: b6 

Subject: question re: COVID-19 vaccines given to patients on B-cell depleting agents 


Hi David, 
(b) @) 


COLL0000014417 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 11/9/2020 12:39:32 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf}; Tabak, Lawrence (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak!]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=17597cabce42247548e5967 78304f781f-austinc]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm] 

Subject: ACTIV Daily Update 20201109. pptx 

Attachments: ACTIV Daily Update 20201109.pptx 


Please see attached this morning’s war room slides Monday November 9. 


COLL0000014418 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF28414883D0B6996D677257-WHOLLEYD] 

Sent: 11/10/2020 5:59:11 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d55 1d1d345Seaf14854c83f41d84-freiremc] 

Subject: FW: FW: question re: COVID-19 vaccines given to patients on B-cell depleting agents 


Just letting you know this was handled. 


From: b6 

Sent: Tuesday, November 10, 2020 1:52 AM 

To: b6 Wholley, David (FNIH) [T] < b6 
Cc: Santos, Michael (FNIH) [T] < b6 


Subject: RE: FW: question re: COVID-19 vaccines given to patients on B-cell depleting agents 


Thanks so much! 


Best, 

(b) 6) 

From: b6 

Sent: Monday, November 9, 2020 10:28 PM 

To: Wholley, David (FNIH) [T] < b6 

Ce: b6 Santos, Michael (FNIH) [T] < b6 


Subject: Re: FW: question re: COVID-19 vaccines given to patients on B-cell depleting agents 


Excellent - great outcome, highly appreciated 
Thank you so much 
b6 


On Mon 9, Nov 2020 at 22:13 Wholley, David (FNIH) [T] b6 wrote: 
Sure 66 — Understood. Mike will make an introduction for you to both. We will also push ahead with the 


group discussion anyway and invite you and your 66 colleagues to attend. I hope this represents a good 
resolution to b6 request. David 


From: b6 > 

Sent: Monday, November 9, 2020 12:54 PM 

To: Wholley, David (FNIH) [T] < b6 

Ce: b6 >; Santos, Michael (FNIH) [T] b6 


Subject: Re: FW: question re: COVID-19 vaccines given to patients on B-cell depleting agents 


Dear David, 


COLL0000014440 


b) 


the use of the named recipient(s) and may contain confidential 
e. Any urauthorizad use of the information contaired in this 


eged information. If you are not the intended 
« prohibsted 


On Mon, Nov 9, 2020 at 3:41 PM Wholley, David (FNIH) [T] < b6 wrote: 


Hi (b) (6) a—I have not forgotten your question, but have been doing some checking around to see to what 
degree there is any work already going on in this area. The answer is, not much: NIAID has not looked 
deeply at this question for COVID, and from what Cliff Lane tells me in fact did not do much in this area 
even with HIV, In speaking with my colleague Mike Santos, who runs the Vaccines WG, and Francis Collins 
and others on our ACTIV war room call this morning, we think the best place to vet this would be through the 
Clinical Trials Sub-Group of the ACTIV Vaccines WG, which is chaired by Doug Lowy (who has, I 
understand, some thoughts in this area) and Kathryn Jansen of Pfizer’s vaccine group, and which includes a 
number of the vaccine developers and NIH and FDA folks who would have interest. I therefore propose we 
pull together a meeting of the SubGroup aimed at this question and invite (b) (6) 

to participate. 


Timing is a bit of a challenge -- imminent findings on efficacy from several major vaccine trials have recently 
caused us to ask the Vx WG and its subgroups to focus on resolving a number of questions related to how we 
handle a number of related questions—addressing immunocompromised populations among them. Based on 
our current sense of the priorities in answering all of these questions we may not be able to convene the group 

_ for this particular topic until after Thanksgiving holiday. Hopefully that works for you. By copy I am 
connecting Mike to you and (6) (6). Let me know how else I can help. 


Regards 

David 

From: (b) ©) 

Sent: Thursday, November 5, 2020 9:45 AM 
To: Wholley, David (FNIH) [T] < b6 
Ce: (OKO) 


_ Subject: question re: COVID-19 vaccines given to patients on B-ccll depleting agents 


Hi David, 


COLL0000014440 


confidential and/or privileged information. If you are not the intended recipient, please contact the sender and 
delete this message. Any unauthorized use of the information contained in this message is prohibited. 


COLL0000014440 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF28414883D0B6996D677257-WHOLLEYD] 

Sent: 11/10/2020 11:38:32 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836bSff4e9988e3770cfc7ee770-tabak!] 


cc; Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc] 

Subject: RE: CVS Clinical Trial Services_Nov 10 2020.pptx 

Flag: Follow up 


Sorry, Francis and Larry, | am clearly on autopilot. But all the more reason to send you this now, since we won’t be 
speaking until Friday. Thanks, David 


From: Wholley, David (FNIH) [T] 

Sent: Tuesday, November 10, 2020 6:17 PM 

To: Collins, Francis (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 
Ce: Freire, Maria (FNIH) [T] < b6 

Subject: FW: CVS Clinical Trial Services_Nov 10 2020.pptx 


Francis and Larry -- we can discuss this on tomorrow’s war room (or not, if you prefer) but thought | would give youa 
heads up anyway. David 


From: Adam, Stacey (FNIH) [T] b6 
Sent: Tuesday, November 10, 2020 2:52 PM 
To: Wholley, David (FNIH) [T] b6 


Subject: FW: CVS Clinical Trial Services_Nov 10 2020.pptx 

Hi David, 

Based on the success we seem to be having with the ACTIV and vaccine trials, CVS was hoping to either speak to NIH 
leadership as a whole or with some of the individual ICs about how they might be able to help act as clinical sites for 


certain types of trials post pandemic. 


Is this something that you can raise with FC to see if he wants a unified approach of if | should tell CVS to reach out to 
the individual IC directors? 


Thanks, 
Stacey 


Stacey J. Adam, PhD 


Director, Cancer 

Research Partnerships 

Direct: { b6 Mobile: b6 
From: Cohen, Michael J b6 
Sent: Tuesday, November 10, 2020 2:29 PM 
To: Adam, Stacey (FNIH) [T] b6 


Subject: CVS Clinical Trial Services_Nov 10 2020.pptx 


COLL0000014444 


Regarding our conversation and CVS clinical trial conduct. Thank you for your help and support of the 
decentralized/community based model. 


Michael J Cohen, MSc | Director, Pharmaceutical Commercialization 


b6 
c b6 
100 Park Ave, 12th Floor New York, NY 10017 


@GVSHealth. 


CONFIDENTIALITY NOTICE: This communication and any attachments may contain confidential and/or privileged 
information for the use of the designated recipients named above. If you are not the intended recipient, you are hereby 
notified that you have received this communication in error and that any review, disclosure, dissemination, distribution or 
copying of it or its contents is prohibited. If you have received this communication in error, please notify the sender 
immediately by email or telephone and destroy all copies of this communication and any attachments. 


Proprietary 


NOTICE TO RECIPIENT OF INFORMATION: 


This e-mail may contain confidential or privileged ration. If you think you have received this e: 
sender by reply e-mail and then delete this e-mail immediately. 


mail in error, please advise the 


This e-mail may also contain protected health information (PHI) with information sbout sensitive medical conditions, including, but 
not hited to, treatment for substance use disorders, behavioral health, HIV/AIDS, or pregnancy. This type of information may be 
protected by various federal and/or state laws which prohibit any further disclosure without the express written consent of the 
person te whom it pertains or as otherwise permitted by law. Any unauthorized further disclosure may be considered a violation of 
federal and/or state law. A generat authorization for the release of medical or other information may NOT be sufficient consent for 
release of this type of information, Thank you 


COLL0000014444 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 11/10/2020 11:17:22 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836bSff4e9988e3770cfc7ee770-tabak!] 


cc; Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d55 1d1d3455eaf14854c83f41d84-freiremc] 
Subject: FW: CVS Clinical Trial Services_Nov 10 2020.pptx 


Attachments: CVS Clinical Trial Services_Nov 10 2020.pdf 
Flag: Follow up 


Francis and Larry -- we can discuss this on tomorrow’s war room (or not, if you prefer) but thought | would give you a 
heads up anyway. David 


From: Adam, Stacey (FNIH) [T] < b6 
Sent: Tuesday, November 10, 2020 2:52 PM 
To: Wholley, David (FNIH) [T] < b6 


Subject: FW: CVS Clinical Trial Services_Nov 10 2020.pptx 

Hi David, 

Based on the success we seem to be having with the ACTIV and vaccine trials, CVS was hoping to either speak to NIH 
leadership as a whole or with some of the individual ICs about how they might be able to help act as clinical sites for 


certain types of trials post pandemic. 


Is this something that you can raise with FC to see if he wants a unified approach of if | should tell CVS to reach out to 
the individual IC directors? 


Thanks, 
Stacey 


Stacey J. Adam, PhD 
sector, Cancer 


h Partnerships 
b6 Mobile: b6 
From: Cohen, Michael J b6 
Sent: Tuesday, November 10, 2020 2:29 PM 
To: Adam, Stacey (FNIH) [T] b6 


Subject: CVS Clinical Trial Services_Nov 10 2020.pptx 


Regarding our conversation and CVS clinical trial conduct. Thank you for your help and support of the 
decentralized/community based model. 


Michael J Cohen, MSc | Director, Pharmaceutical Commercialization 
b6 

c b6 

100 Park Ave, 12th Floor New York, NY 10017 


COLL0000014447 


@CVSHealth. 


CONFIDENTIALITY NOTICE: This communication and any attachments may contain confidential and/or privileged 
information for the use of the designated recipients named above. If you are not the intended recipient, you are hereby 
notified that you have received this communication in error and that any review, disclosure, dissemination, distribution or 
copying of it or its contents is prohibited. If you have received this communication in error, please notify the sender 
immediately by email or telephone and destroy all copies of this communication and any attachments. 


Proprietary 


TO RECIPIENT OF INFORMATION: 


This e-rnail may contain confidential or 
nder by reply e- ¢ 


on (PHD wi t 

Jers, behavioral health, IDS, oF pregn: 

s which prohibit any furth @ without 
nitted by Any unauthorized further 

fon for the e 


COLL0000014447 


From: Tabak, Lawrence (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=02E22836B5FF4E9988E3770CFC7EE770-TABAKL] 

Sent: 11/11/2020 1:09:38 AM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6995d67 7257 -wholleyd]; Collins, Francis (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938eS0d2ff0b6c2-collinsf] 


cc; Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d55 1d1d3455eaf14854c83f41d84-freiremc] 

Subject: Re: CVS Clinical Trial Services_Nov 10 2020.pptx 

Flag: Follow up 

David, 


This is very interesting. However, unless Francis has changed things, we do not have a call scheduled for tomorrow due 
to the Federal holiday. The next call would be Friday. 


Thanks, 

Larry 

From: "Wholley, David (FNIH) [T]" < b6 

Date: Tuesday, November 10, 2020 at 6:17 PM 

To: Francis Collins < b6 "Tabak, Lawrence (NIH/OD) [E]" < b6 
Cc: "Freire, Maria (FNIH) [T]" < b6 


Subject: FW: CVS Clinical Trial Services_Nov 10 2020.pptx 


Francis and Larry -- we can discuss this on tomorrow’s war room (or not, if you prefer) but thought | would give you a 
heads up anyway. David 


From: Adam, Stacey (FNIH) [T] < b6 
Sent: Tuesday, November 10, 2020 2:52 PM 
To: Whalley, David (FNIH) [T] < b6 


Subject: FW: CVS Clinical Trial Services_Nov 10 2020.pptx 

Hi David, 

Based on the success we seem to be having with the ACTIV and vaccine trials, CVS was hoping to either speak to NIH 
leadership as a whole or with some of the individual ICs about how they might be able to help act as clinical sites for 


certain types of trials post pandemic. 


Is this something that you can raise with FC to see if he wants a unified approach of if | should tell CVS to reach out to 
the individual IC directors? 


Thanks, 
Stacey 


Stacey J, Adam, PhD 
Director, Cancer 


Mobile: b6 


COLL0000014452 


From: Cohen, Michael J b6 

Sent: Tuesday, November 10, 2020 2:29 PM 

To: Adam, Stacey (FNIH) [T] b6é 

Subject: CVS Clinical Trial Services_Nov 10 2020.pptx 


Regarding our conversation and CVS clinical trial conduct. Thank you for your help and support of the 
decentralized/community based model. 


Michael J Cohen, MSc | Director, Pharmaceutical Commercialization 
b6 

c b6 

100 Park Ave, 12th Floor New York, NY 10017 


@CVSHealth. 


CONFIDENTIALITY NOTICE: This communication and any attachments may contain confidential and/or privileged 
information for the use of the designated recipients named above. If you are not the intended recipient, you are hereby 
notified that you have received this communication in error and that any review, disclosure, dissemination, distribution or 
copying of it or its contents is prohibited. If you have received this communication in error, please notify the sender 
immediately by email or telephone and destroy all copies of this communication and any attachments. 


Proprietary 


NOTICE TO RECIPIENT OF INFORMATION: 


This €-rmail may contain confidential or privileged information. If you think you have received this e-mail in error, please advise the 
sender by reply e-mail and then delete this e-mail immediately, 


This @-mail may also contain protected health information (PHI) with information about sensitive medical conditions, including, but 
not limited to, treatment for subst @ use disorders, behavioral health, HIV/AIDS, or pregnancy. This type of information may be 
protected by various federal and/or state laws which prohibit any further disclosure without the express written consent of the 
person te whom it pertains or as otherwise permitted by iaw. Any unauthorized further disclosure may be considered a violation of 
fed and/or state . A general authorization for the release of medical or other information may NOT be sufficient consent for 
release of this type of information. Thank you 


COLL0000014452 


From: Tabak, Lawrence (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=02E22836B5FF4E9988E3770CFC7EE770-TABAKL] 

Sent: 11/11/2020 1:11:47 AM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Collins, Francis (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 


cc: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d55 1d1d3455eaf14854c83f41d84-freiremc] 
Subject: Re: CVS Clinical Trial Services_Nov 10 2020.pptx 


Thanks again for sending. 


Larry 

From: "Wholley, David (FNIH) [T]" < b6 

Date: Tuesday, November 10, 2020 at 6:38 PM 

To: Francis Collins < b6 "Tabak, Lawrence (NIH/OD) [E]" < b6 
Cc: "Freire, Maria (FNIH) [T]" < b6 


Subject: RE: CVS Clinical Trial Services_Nov 10 2020.pptx 


Sorry, Francis and Larry, | am clearly on autopilot. But all the more reason to send you this now, since we won’t be 
speaking until Friday. Thanks, David 


From: Wholley, David (FNIH) [T] 

Sent: Tuesday, November 10, 2020 6:17 PM 

To: Collins, Francis (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 
Cc: Freire, Maria (FNIH) [T] < b6 

Subject: FW: CVS Clinical Trial Services_Nov 10 2020.pptx 


Francis and Larry -- we can discuss this on tomorrow’s war room (or not, if you prefer) but thought | would give you a 
heads up anyway. David 


From: Adam, Stacey (FNIH) [T] b6 
Sent: Tuesday, November 10, 2020 2:52 PM 
To: Wholley, David (FNIH) [T] b6 


Subject: FW: CVS Clinical Trial Services_Nov 10 2020.pptx 

Hi David, 

Based on the success we seem to be having with the ACTIV and vaccine trials, CVS was hoping to either speak to NIH 
leadership as a whole or with some of the individual ICs about how they might be able to help act as clinical sites for 


certain types of trials post pandemic. 


Is this something that you can raise with FC to see if he wants a unified approach of if | should tell CVS to reach out to 
the individual IC directors? 


Thanks, 
Stacey 


Stacey J. Adam, PhD 


COLL0000014453 


Director, Cancer 
Research Partnerships 


Direet: b6 Mobile: b6 
From: Cohen, Michael J b6 
Sent: Tuesday, November 10, 2020 2:29 PM 
To: Adam, Stacey (FNIH) [T] v6 


Subject: CVS Clinical Trial Services_Nov 10 2020.pptx 


Regarding our conversation and CVS clinical trial conduct. Thank you for your help and support of the 
decentralized/community based model. 


Michael J Cohen, MSc | Director, Pharmaceutical Commercialization 
f b6 

c b6 

100 Park Ave, 12th Floor New York, NY 10017 


CVSHealth. 


CONFIDENTIALITY NOTICE: This communication and any attachments may contain confidential and/or privileged 
information for the use of the designated recipients named above. If you are not the intended recipient, you are hereby 
notified that you have received this communication in error and that any review, disclosure, dissemination, distribution or 
copying of it or its contents is prohibited. If you have received this communication in error, please notify the sender 
immediately by email or telephone and destroy all copies of this communication and any attachments. 


Proprietary 


NOTICE TO RECIPIENT OF INFORMATION: 


This e-mail may contain confidential or privileged 1 
sender by reply e-mail and then delete this e-mail 


information, If you think you have received this e-mail in error, please advise the 
immediately. 


This e-mail may aise contain protected healt tformation (PH) h information about sensitive medical conditions, inctuding, but 
not limited to, treatment for substance use disorders, behaviors! health, HIV/AIDS, or pregnancy. This type of information may be 
protected by various federal and/or state laws which prohibit any further disclosure without the express written consent of the 

person to whom it pertains or as otherwise permitted by law. Any unauthorized further disclosure may be considered a violation of 
federal and/or state law, A general authorization for the release of medical or other information may NOT be sufficient consent for 
release of this type of information. Thank you 
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From: Freire, Maria (FNIH) (T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=8598D551D1D3455EAF14854C83F41D84-FREIREMC] 

Sent: 11/11/2020 5:01:27 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

cc: Lane, Cliff (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane]; Menetski, Joseph (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1afS2dc4a427ea3d34f1e072f8cb7-menetskijp] 

Subject: Re: neutralizing antibody epitope residue mapping on CoV2 spike 


Exactly. That was my point in sending the Scripps article. M. 


From: "Collins, Francis (NIH/OD) [E]" b6 > 

Date: Wednesday, November 11, 2020 at 11:58:13 AM 

To: "Wholley, David (FNIH) [T]" b6 > 

Ce: "Freire, Maria (FNIH) [T]" b6 , "Lane, Cliff (NIH/NIAID) [E]" b6 
"Menetski, Joseph (FNIH) [T]" v6 


Subject: RE: neutralizing antibody epitope residue mapping on CoV2 spike 

Thanks for the update, it’s good to have that information as a baseline for evaluating the effect of possible 
mutations. Of course it’s possible that a variant located outside the actual vaccine or mAb epitope might 
affect the 3D structure in unpredictable ways. 


FC 

From: Wholley, David (FNIH) [T] < b6 

Sent: Wednesday, November 11, 2020 11:45 AM 

To: Collins, Francis (NIH/OD) [E] < b6 

Ce: Freire, Maria (FNIH) [T] < b6 Lane, Cliff (NIH/NIAID) [E] < b6 Menetski, Joseph 
(FNIH) [T] < b6 


Subject: FW: neutralizing antibody epitope residue mapping on CoV2 spike 


Francis: 

Thought | would give you a progress update on the action item we took in war room on Monday to have the Preclinical 
WG look at virus strains appearing in minks in England and Denmark. Hope you find this useful; | believe further 
discussions are underway with the WG on this as well. Maria added the following related link from Scripps: 


fj 


deevents/press-room/2020/2020061.1.-ch« 


Thanks, David 


From: Menetski, Joseph (FNIH) [T] b6 

Sent: Wednesday, November 11, 2020 9:46 AM 

To: Wholley, David (FNIH) [T] b6 >; Freire, Maria (FNIH) [T] b6 
Cc: Adam, Stacey (FNIH) [T] bé Menetski, Joseph (FNIH) [T] b6 


Subject: neutralizing antibody epitope residue mapping on CoV2 spike 


COLL0000014459 


David and Maria, 
&) G) 


Happy to discuss further, sorry for the long email. Hope it is clear. 


Joe 


Joseph P. Menetski Ph.D. 
Associate President, F 
Foundation for the National Institutes of Health 

b6 fhih.org 
11400 Rockville Pike, Suite 600, North Bethesda, MD 20852 


Ano 


Donate to the FNIH’s Pandemic Response Fund to combat COVID-19: fnih.org/pandemic 


search Partnerships 


FNIM BANDEMIC 


RESPONSE FUND 


COLL0000014459 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 


Sent: 11/11/2020 4:45:20 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

ce: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d55 1d1d3455eaf14854c83f41d84-freiremc]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-cane]; Menetski, Joseph (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1afS2dc4a427ea3d34f1e072f8cb7-menetskijp] 

Subject: FW: neutralizing antibody epitope residue mapping on CoV2 spike 

Attachments: Table of nAb interaction with Spike ACTIV agents.xlsx 


Flag: Follow up 


Francis: 

Thought | would give you a progress update on the action item we took in war room on Monday to have the Preclinical 
WG look at virus strains appearing in minks in England and Denmark. Hope you find this useful; | believe further 
discussions are underway with the WG on this as well. Maria added the following related link from Scripps: 


https://www.scripps.edu/news-and-events/press-room/2020/20200611-choe-farzan-sars-cov-2-spike-protein.html 


Thanks, David 


From: Menetski, Joseph (FNIH) [T] < b6 

Sent: Wednesday, November 11, 2020 9:46 AM 

To: Wholley, David (FNIH) [T] < b6 Freire, Maria (FNIH) [T] < b6 
Cc: Adam, Stacey (FNIH) [T] < b6 Menetski, Joseph (FNIH) [T] < v6 


Subject: neutralizing antibody epitope residue mapping on CoV2 spike 


David and Maria, 
6) 6) 


COLL0000014460 


®)6) 


Happy to discuss further, sorry for the long email. Hope it is clear. 


Joe 


Joseph P. Menetski Ph.D. 
Associate Vice President, Research Partnerships 
Foundation for the National Institutes of Health 
b6 fhih.org 
11400 Rockville Pike, Suite 600, North Bethesda, MD 20852 


Donate to the FNIH’s Pandemic Response Find to combat COVID-19: fnih.org/pandemic 


FRUH PANDEMIC 


RESPONSE FUND 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 
Sent: 1/14/2021 12:12:33 PM 


To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

Subject: FW: WV and ACTIVs update 

Flag: Follow up 


We are working on a response to this which | will send directly to Jon within the hour. 


From: Lorsch, Jon (NIH/NIGMS) [E] < b6 

Sent: Thursday, January 14, 2021 6:10 AM 

To: Collins, Francis (NIH/OD) [E] < b6 Wholley, David (FNIH) [T] < b6 
Cc: Adam, Stacey (FNIH) [T] < b6 

Subject: FW: WV and ACTIVs update 


Francis, David, 


(b) (5) 
Jon 
From: "McGuirl, Michele (NIH/NIGMS) [E]' b6 
Date: Wednesday, January 13, 2021 at 5:36 PM 
To: "Adam, Stacey (FNIH) [T]"« 66 > 
Ce: "Lei, Ming (NIH/NIGMS) [E]" b6 >, "Lorsch, Jon (NIH/NIGMS) [E]" b6 


Subject: WV and ACTIVs update 


From Sally: All but ACTIV-3 are the result of NIGMS & CTR efforts. 
Michele 


Activ 1: Plis Dr. Becky Reece. CTA has been back and forth — Anticipate WVU to sign this week. Trial can then open 
next week — we have trial drug. 


Activ 2: Plis Dr. Hannah Hazard-lenkins. Are almost ready to open Version 2, however, awaiting drug and signing of 
CTA, IRB approved. Version 3 just came through today and now includes an inhaled drug for 2 weeks and an oral drug as 
well as multiple monoclonals administered via IV infusion. Each of these drugs has slightly different CRFs. There isan 
informed consent for each of the potential drugs that a patient may be assigned to —i.e., >50 pages that potential 
participants must read through and sign. At some point, trial efficiency needs to be balanced against the burden on 
potential participants and the complexity of trial conduct for site personnel. 


Activ 3: Plis Dr. Badwahr (This trial came through the CT surgery trials network and was open in October but then put 
on hold from NIH}. Reopened about 2 weeks ago — (b) (4), (b) (5) 


Activ 4a: Plis Dr. Sharma. It is opening to enrollment today 


Activ 4b; co-Pis: Drs. Lewis and Hodder. Redlined CTA just back yesterday from Pitt. We are awaiting CTA 
signature. IRB approved 


COLL0000014463 


Activ 4c: Pi- Dr. Krupica, We submitted feasibility survey 1 week ago and have not heard back if we have been site 
selected. 


Activ 5: PL- Dr. Becky Reece CTA has been back and forth — we anticipate WVU signing this week. We have drug and IRB 
approval - will open as soon as CTA signed. 


COLL0000014463 


From: Lorsch, Jon (NIH/NIGMS) [E} [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=BE9D3C649A724857811D44B495D9CE45-LORSCHJR] 


Sent: 1/13/2021 12:52:32 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

ce Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4] 

Subject: Re: ACTIV and IDeA centers 

Attachments: ACTIV update 1-6-2021 - Read-Only.pptx 


Francis, 


The list you have below doesn’t jibe at all with the information my staff has sent me (and they are in close contact with 
the sites). WVU, for example, is participating in all the trials. Please see the attached. Our feedback from the sites is that 
many of them are waiting for instructions or site selection from/by the CROs. There seems to be a major disconnect 
here... 


Jon 

From: "Collins, Francis (NIH/OD) [E]" < b6 
Date: Wednesday, January 13, 2021 at 7:43 AM 
To: "Lorsch, Jon (NIH/NIGMS) [E]" < b6 
Ce: "Wholley, David (FNIH) [T]" < b6 


Subject: ACTIV and IDeA centers 
Hi Jon, 


| have heard back from the ACTIV teams, who in turn contacted their CROs, about what is going on with the IDeA 
centers. Here is our understanding of the current state of affairs: 


Eight total centers were contacted and indicated some i interest, received briefings on the ACTIV protocols, and 
were subsequently put in contact with ACTIV trial teams, principally ACTIV-2, to discuss whether they'd like to activate 
the trial. Of these: 
e = Lsiteis currently active and recruiting 
© University of Puerto Rico— Jorge Santana 
° (b) 4). (©) (5) 


Although it seems a majority of the centers have elected not to participate in some way, | think | personally can speak 
for the entire ACTIV team in thanking you sincerely for your efforts to bring these centers and their sites to our 


COLL0000014464 


attention. If you find that follow-up on the part of ACTIV has been inadequate or want us to try working with the 
unresponsive sites further in any way, please let me know and ’Il pass on the message. 


Thanks, Francis 


From: Collins, Francis (NIH/OD) [E] b6 
Sent: Thursday, January 7, 2021 9:08 PM 

To: Lorsch, Jon (NIH/NIGMS) [E] b6 
Ce: Wholley, David (FNIH) [T] b6 


Subject: RE: ACTIV 


Thanks, Jon. I’ll discuss with the ACTIV team and see if there is something more we can do to light a fire under 
the CROs. 


Francis 


From: Lorsch, Jon (NIH/NIGMS) [E] < b6 
Sent: Thursday, January 7, 2021 1:26 PM 

To: Collins, Francis (NIH/OD) [E] < b6 
Subject: ACTIV 


Francis, 


(b) 4). &) (5) 


Thanks. 


Jon 


COLL0000014464 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 11/13/2020 3:37:29 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf}; Tabak, Lawrence (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=17597cabce42247548e5967 78304f781f-austinc]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm] 

Subject: ACTIV Daily Update 20201113.pptx 

Attachments: ACTIV Daily Update 20201113.pptx 


For tomorrow's war room, Friday November 13. 


COLL0000014504 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 11/13/2020 2:25:41 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d55 1d1d3455eaf14854c83f41d84-freiremc] 

cc; Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabak!]; Wolinetz, Carrie (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1c655040d47346c7b04d7bc11a403ecb-wolinetzcd] 

Subject: RE: Freda follow-up - your input 

Hi Francis: 

(&) 4), ©) (5) 

Thanks, 

David 

From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Wednesday, November 11, 2020 9:00 AM 

To: Freire, Maria (FNIH) [T] < b6 

Cc: Wholley, David (FNIH) [T] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 Wolinetz, 

Carrie (NIH/OD) [E] < b6 


Subject: RE: Freda follow-up - your input 


Hi Maria, 


| discussed this situation again with Larry and Carrie, and with the Executive Committee. We are all aligned 
with NIH’s pressing need to address the clinical trial situation in a way that encompasses not just the diversity 
of trial enrollment, but other aspects as well. Tomorrow | plan to set up a Working Group of the Steering 
Committee to start to tackle those broader issues. Meanwhile, our five-committee effort to take on the 
challenge of NIH’s responsibility to address structural racism — which includes a new look at health disparities 
and our lack of workforce diversity — will be moving forward vigorously, and this will be discussed at the public 
ACD meeting in December. This effort is likely to take off even more vigorously after January 20 when we 
assume a certain muzzling Executive Order will be deleted. 


COLL0000014514 


With all this going on, it’s just a really complicated time for us to zero in on clinical trial diversity as an isolated 
item, or to make commitments to other partners about what our role might be. This issue is connected to 
many other really important components that all need attention. 


©) @. &) 6) 


Francis 

From: Freire, Maria (FNIH) [T] v6 

Sent: Wednesday, November 11, 2020 7:21 AM 
To: Collins, Francis (NIH/OD) [E] < b6 
Cc: Wholley, David (FNIH) [T] b6 


Subject: Fwd: Freda follow-up - your input 


Francis, good morning. A gentle nudge on this so we can get back to Rich ASAP, please. M. 


From: "Freire, Maria (FNIH) [T]" b6 > 
Date: Friday, November 6, 2020 at 1:49:00 PM 
To: "Collins, Francis (NIH/OD) [E]" b6 
Cc: "Wholley, David (FNIH) [T]" < b6 > 


Subject: Freda follow-up - your input 


Francis, 


() (4). (&) (5) 


COLL0000014514 


Next steps for us — get your OK and call Rich. 


Best, M. 


Maria C. Freire, Ph.D. 
President and Executive Director 
Foundation for the National Institutes of Health 


COLL0000014514 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 1/25/2021 3:45:50 AM 

To: b6 

(se Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1afS2dc42427ea3d34f1e072f8cb7-menetskijp]; Chen, Helen 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8801b022ef97 4bf7bda8fd06167002cf-qingchen.de]; Appell, Evan 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user7ee69e83]; 
Connelly, Sarah [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=user3ed93bab]; Hawk, Harrison [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user280c84f8); Collins, Francis (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca3 13f44ced9938e50d2ff0b6c2-collinsf]; 'Doug Thomas’ 
[ b6 ‘Patti Rossman' [ b6 

Subject: RE: Clinical/Preclinical therapy information request form 

Dear (b)(6) , 


While we understand that it can be frustrating to not have your agent advance, please understand we have reviewed 
hundreds of agents and only have capacity to advance those that we not only feel are the most promising, but also 
those that best fit within the resources and capacities of our master protocols. 


At this time our master protocols are set up to test agents for Phase 2 and Phase 3 studies. As there was no clinical data 
in COVID-19 patients, there reviewers felt this agent was not as ready for testing at other agents intended to treat 
similar COVID issues. In addition, there was some worry that there was not sufficient data to suggest that sufficient 
concentrations will be achieved in the lungs and other organs where this agent would be needed to cause the greatest 


effect. 


Overall, given these limitation and the limitations for slots in our master protocols suited to testing this agent, the 
reviewers felt is was not ready for selection for the ACTIV trials. 


Thank you again for your interest. 


Kind regards, 


Stacey 


Stacey J. Adam, PhD 
Director, Cancer 
Research Partnerships 


Direct: b6 Mobile: b6 

From: b6 < b6 

Sent: Wednesday, January 20, 2021 12:39 PM 

To: Adam, Stacey (FNIH) [T] < b6 

Cc: Menetski, Joseph (FNIH) [T] < b6 Chen, Helen < b6 Appell, Evan 

< b6 Connelly, Sarah < b6 Hawk, Harrison < b6 Collins, 
Francis (NIH/OD) [E] < b6 ‘Doug Thomas’ < b6 ‘Patti Rossman’ 

< b6 


Subject: RE: Clinical/Preclinical therapy information request form 


COLL0000014519 


Dear Stacey, 

Thank you for your response. We would really appreciate receiving more details about what criteria our application did 
not meet in order to be advanced for further evaluation. We have provided information on the mechanism of action, 
primarily as a thioredoxin reductase inhibitor, in vitro studies demonstrating its anti-viral and immunomodulating 
activity against COVID-19, and historical studies demonstrating it’s anti-inflammatory and immunomodulatory activity 
for rheumatoid arthritis that would directly relate to modulating the cytokine storm associated with COVID-19 severe 
cases, This drug has been approved for use in rheumatoid arthritis for 35 years, demonstrating safety after long term 
use, and has been investigated in clinical trials for infectious diseases and cancer. It is inexpensive, oral and 
manufacturing can be quickly scaled up to meet the needs of COVID patients in many settings (outpatient, hospitalized 
and long-haulers). In addition, patients with mutations or auto-antibodies to interferon that are unable to mount a 
response to COVID-19 may find benefit from this drug as it has been demonstrated to bypass the need for interferon 
and active NK cells. It would really help us to understand exactly what criteria we did not adequately address that led to 
this decision. Otherwise, how are we to know what data we need to provide for a resubmission? | would really 
appreciate your help with providing further clarifications. 

Best Regards, 


Shawnya 
(b) (6) 
From: Adam, Stacey (FNIH) [T] b6 
Sent: Saturday, January 16, 2021 12:34 PM 
To: b6 
Cc: Menetski, Joseph (FNIH) [T] < b6 ; Chen, Helen b6 >; Appell, Evan 
< b6 Connelly, Sarah b6 ; Hawk, Harrison < b6 


Subject: RE: Clinical/Preclinical therapy information request form 


Dear (b)(6) , 


Thank you very much for submitting your Auranofin through the ACTIV Clinical and Preclinical Candidate Compound 
Survey to be considered as a therapeutic candidate against COVID-19. We truly appreciate your time and contribution in 
this important effort. To date, the ACTIV team has received hundreds of survey entries from investigators like you. 


The ACTIV Agent Prioritization Team, which consists of infectious disease experts across academia, industry, and 
government agencies, has thoroughly reviewed and evaluated candidates against a set of pre-defined criteria, including 
rationale of use for treating COVID-19 or its resulting symptoms, mechanism of action, safety, and relevant preclinical 
and clinical data, with the main objective of identifying therapeutic agents that can be placed ina Phase II/IIl master 
protocol trial. Upon careful deliberation, the team feels that Auranofin does not meet the criteria to be advanced for 
further evaluation within the ACTIV master protocols at this time. 


Re-submission of the agent will be considered when additional data on the aforementioned evaluation criteria becomes 
available. We would encourage you to consider before resubmitting any data that for clinically ready agents, we are 
looking for agents ready for large Phase 3 confirmatory trials. We will also be looking for agents with more than minimal 
effects since existing treatments have already been approved under EUA for multiple patient settings. 


In addition, in the interest of full transparency, we need to inform you that at this time, many of our ACTIV trials for 
which we are reviewing agents are at capacity for agents they will be able to assess within early 2021. Therefore, if 
you also decide to seek to have your agent analyzed by another group, we will understand. We will of course still 
assess the data you share on the agent and determine if it will be placed on a list for further consideration should 
Space in the appropriate ACTIV trial become available. 


COLL0000014519 


We want to thank you again for sharing with ACTIV your idea for combating this pandemic. Feel free to reach out if you 
have additional questions. 


Kind regards, 
Stacey 


From: b6 v6 
Sent: Monday, December 28, 2020 2:04 PM 

To: activ_submission <activ_submission@frih.org> 

Ce: b6 

Subject: RE: Clinical/Preclinical therapy information request form 


Hi There, 

We recently submitted an application into the ACTIV Survey portal and are hoping for a rapid review! Our QA person is 
asking about QA requirements that our company will have if our candidate is selected for a Phase Il trial. Can you 
provide any information about this? We would also like to know when we can expect to hear about the review of our 
application or updates on the program. Thanks for your help with this! 

Best Regards, 

Shawnya 


(b) (6) 


From: activ submission@fnih.org <activ_submission@fnih.org> 
Sent: Friday, December 11, 2020 10:03 AM 

Tob q 

Subject: Clinical/Preclinical therapy information request form 


Shawnya, Thank you for completing the ACTIV COVID-19 Clinical & Preclinical Candidate Compound Portal survey. This 
email serves as a confirmation that we have received your completed survey. Thank You 


, Cancer 
h Partnerships 
Foundation for the National Institutes of Health 


Direct: be Mobile: b6 
fhih.org, 
11400 Rockville Pike, Suite 600, North Bethesda, MD 20852 


COLL0000014519 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CDSE702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 11/16/2020 12:33:22 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak|]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=17597cabce42247548e5967 78304f781f-austinc]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm] 

Subject: ACTIV Daily Update 2020111 6final.pptx 

Attachments: ACTIV Daily Update 20201116final.pptx 


Slides for today’s war room, Monday November 16. 


COLL0000014551 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 11/18/2020 2:38:14 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane] 


cc; Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d55 1d1d3455eaf14854c83f41d84-freiremc] 
Subject: RE: Inquiry into plans for COVID-19 Comparative Effectiveness Vaccine Trials 


| think having NIAID answer is the right strategy for now. As Andrew Marvell said, had we but world enough and 
time... But he should get an answer. 


From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Tuesday, November 17, 2020 7:58 PM 
To: Wholley, David (FNIH) [T] < b6 Lane, Cliff (NIH/NIAID) [E] < b6 


Subject: FW: Inquiry into plans for COVID-19 Comparative Effectiveness Vaccine Trials 


Not quite sure what to do with this one... 


From v6 
Sent: Tuesday, November 17, 2020 6:25 PM 
To: Collins, Francis (NIH/OD) [E] b6 Kathleen Neuzil 
b6 
Ce: NIAID KCT b6 ; Wallace PhD, Stephaun E 
b6 


Subject: Inquiry into plans for COVID-19 Comparative Effectiveness Vaccine Trials 
Dear Dr Collins, Warp Speed cadre, Drs Kathleen Neuzil and Larry Corey, and CoVPN group: 
lam emailing to ask about opportunities for comparative effectiveness COVID-19 vaccine trials — trials that might for 


example compare 2 arms once EUA approval of say the Pfizer with the Moderna vaccine such that both study arms get 
vaccine AND contributes additional desperately needed data on effectiveness, safety, and other secondary outcomes. 


(b) (4) 


COLL0000014588 


From: Lane, Cliff (NIH/NIAID) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=2D7E368A3137473BBCE161547A82F2DE-CLANE] 

Sent: 11/18/2020 1:18:49 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257 -wholleyd]; Collins, Francis (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm] 

Subject: Re: ACTIV Daily Update 20201118.pptx 


Flag: Follow up 


Latest draft of Guidelines Panel language — should be out later today or tomorrow. We have shared with FDA and had a 
discussion with them on Friday. 


Based on the available evidence, the Panel has determined the following: 


* (b) (5) 

° 

. 

. 

° 

. 
From: "Wholley, David (FNIH) [T]" < b6 
Date: Tuesday, November 17, 2020 at 10:10 PM 
To: "Collins, Francis (NIH/OD) [E]" < b6 Lawrence Tabak < b6 "Lane, 
Cliff (NIH/NIAID) [E]" < b6 “Freire, Maria (FNIH) [T]"< b6 "Austin, 
Christopher (NIH/NCATS) [E]" < v6 "Parker, Ashley (NIH/OD) [E]" 


COLLO0000014591 


< b6 “Anderson, James (NIH/OD) [E]" < b6 
Subject: ACTIV Daily Update 20201118. pptx 


Please see slides for tomorrow’s war room, Wednesday November 18. h 


COLL0000014591 


From: 


Sent: 
To: 


Subject: 


Tabak, Lawrence (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=02E22836B5FF4E9988E3770CFC7EE770-TABAKL] 

11/18/2020 1:19:41 PM 

Lane, Cliff (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d67 7257-wholleyd]; Collins, Francis (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=17597cabc42247548e5967 78304f781f-austinc]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm] 

Re: ACTIV Daily Update 20201118.pptx 


Thanks; will give HHS a heads up. 


Larry 

From: "Lane, Cliff (NIH/NIAID) [E]" < b6 

Date: Wednesday, November 18, 2020 at 8:18 AM 

To: "Wholley, David (FNIH) [T]" < b6 Francis Collins < b6 "Tabak, Lawrence 
(NIH/OD) [E]" < b6 “Freire, Maria (FNIH) [T]"< b6 “Austin, Christopher 

(NIH/NCATS) [E]" < b6 “Parker, Ashley (NIH/OD) [E]" < b6 "Anderson, 
James (NIH/OD) [E]"< b6 


Subject: Re: ACTIV Daily Update 20201118.pptx 


Latest draft of Guidelines Panel language — should be out later today or tomorrow. We have shared with FDA and had a 
discussion with them on Friday. 


Based on the available evidence, the Panel has determined the following: 


0) 6) 


COLLO0000014592 


(b) 6) 


From: "Wholley, David (FNIH) [T]" < v6 

Date: Tuesday, November 17, 2020 at 10:10 PM 

To: "Collins, Francis (NIH/OD) [E]" < b6 Lawrence Tabak < b6 “Lane, 
Cliff (NIH/NIAID) [E]" < b6 “Freire, Maria (FNIH) [T]"< v6 "Austin, 
Christopher (NIH/NCATS) [E]" < b6 "Parker, Ashley (NIH/OD) [E]" 

< b6 "Anderson, James (NIH/OD) [E]" < b6 


Subject: ACTIV Daily Update 20201118.pptx 


Please see slides for tomorrow's war room, Wednesday November 18. h 


COLL0000014592 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 11/18/2020 2:22:32 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Austin, Christopher 
(INIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm] 

Subject: The two requests you had of me this morning on war room 


On the question Francis had as to how CVS partnership will interact with the portal: it does work the way | suggested: 
CVS asks a few questions at the site to determine the status of the patient and then refers them to a specific 800- 
number for a specific ACTIV or ACTIV-associated trial that may be of interest. If it turns out the prospect is better for 
another trial, they are hot transferred to the call center for that other trial. | don’t know what algorithm they use and 
whether or not it is proprietary. However, this does remind me that we have an outstanding question from CVS about 
how they should pursue with NIH their interest in offering their services more broadly to NIH beyond ACTIV and, yes, 
beyond COVID. | do not recall getting an answer from you as to how this should work and Michael Cohen has emailed 
Stacey again seeking guidance in this matter. 


On the question Cliff raised of cross-analyzing existing therapeutics with planned therapies that are being prioritized by 
the TX-Clinical WG, | assume Cliff means to do something beyond a comparator trial like ACTT4 and beyond the fact that 
we are currently testing most of our drugs in combination with remdesivir? | would also add that we don’t have 
anything so far that suggests we are breaking clinical equipoise by not doing an inferiority study. However Cliff may be 
suggesting something different, and we agree the best place to bring this up for starters is in the Trial Oversight Cmte 
call at 3PM today. 


David Wholley 

Senior Vice-President, Research Partnerships 

Foundation for the National Institutes of Health 
b6 


4 


fnih, 
11400 Rockville Pike Suite 600 North Bethesda, MD 20852 


dnt 2019, the PNIA earned the highest rating from Charity Navigator for the fifth consecutive year and was recognized 
as an organization that exceeds industry standards. 


COLL0000014593 


From: Lane, Cliff (NIH/NIAID) {E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=2D7E368A3137473BBCE161547A82F2DE-CLANE] 

Sent: 11/18/2020 3:14:32 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Collins, Francis (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabakl]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm] 

Subject: Follow-up 


1. The NIAID Division of AIDS (sponsors of ACTIV-2) is working with PPD to try and improve performance. | can 
elaborate on the Friday call. 

2. John Mascola (VRC Director) is aware of a request coming his way for someone to work with the Team 1 group 
looking at viral evolution. 


Cliff 


COLL0000014595 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 11/18/2020 3:09:15 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf}; Tabak, Lawrence (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=17597cabce42247548e5967 78304f781f-austinc]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm] 

Subject: ACTIV Daily Update 20201118.pptx 

Attachments: ACTIV Daily Update 20201118.pptx 


Flag: Follow up 


Please see slides for tomorrow’s war room, Wednesday November 18. h 


COLL0000014596 


From: Freire, Maria (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=8598D551D1D345SEAF14854C83F41D84-FREIREMC) 


Sent: 11/18/2020 7:56:12 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

ce; Wolinetz, Carrie (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1¢655040047346c704d7bc11a403ecb-wolinetzcd] 

Subject: Tomorrow’s call 


Hi Francis. 

We have our quarterly meeting scheduled for tomorrow at | lam, right before the ACTIV Leadership 

call. There are a couple of items that I’d like to flag for you (non-COVID), some updates and the 3Q 2020 
FNIH Project Summaries. 


The updates and the Summaries I will send electronically for your perusal. The items to flag are easier done on 
the phone. They are not super urgent. 


Please let me know, given the million things on your schedule, if you want to keep the call tomorrow or find 
another time. Either way works for me. 


Best, M. 


COLL0000014602 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 11/18/2020 8:18:14 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf}; Tabak, Lawrence (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane] 

ce: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Parker, Ashley (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Gonzalez, Nina 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d];, 
Appell, Evan [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=user7ee69e83] 

Subject: FW: Additional Vaccines slide for ACTIV Leadership meeting 


Francis, 

See below. Mike is referring to a meeting of a sub-group of the VX WG to discuss the impact of vaccines on 
transmission. The proposed study would be 30,000 subjects. Given we don’t know when Doug’s slide will be ready | am 
going to send out our revised LT deck as is tonight and we can add Doug's slide into the version we project tomorrow. 
David 


From: Santos, Michael (FNIH) [T] < b6 
Sent: Wednesday, November 18, 2020 2:58 PM 
To: Wholley, David (FNIH) [T] < b6 

Ce: Melencio, Cheryl (FNIH) [T] < b6 


Subject: Additional Vaccines slide for ACTIV Leadership meeting 
Hi David, 


Doug was enthusiastic about today’s sub-group topic: a proposed clinical trial to look at the impact of vaccines on 
transmission (by looking in detail at prevention of infection and viral load after infection in college students). He said 
that he will prepare a slide tonight on that topic to present tomorrow at the ACTIV Leadership team meeting. 


Thanks, 
Mike 


Michael Santos, PRD 

Associate Vice President, Science 

Foundation for the National Institutes of Health 
b6 fnih.org 

11400 Rockville Pike 


thing 0) 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 11/18/2020 8:19:25 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cic7ee770-tabaki]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=17597cabc42247548e5967 78304f781f-austinc]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm] 

Subject: RE: The two requests you had of me this morning on war room 


| am not aware of any but will double check with our group. 


From: Collins, Francis (NIH/OD) [E] < v6 

Sent: Wednesday, November 18, 2020 2:34 PM 

To: Wholley, David (FNIH) [T] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 Lane, 
Cliff (NIH/NIAID) [E] < b6 Freire, Maria (FNIH) [T] < b6 Austin, Christopher 
(NIH/NCATS) [E] < b6 Parker, Ashley (NIH/OD) [E] < b6 Anderson, James 
(NIH/OD) [E] < b6 


Subject: RE: The two requests you had of me this morning on war room 
Hi David, 


Thanks for the follow ups. | am going to raise the CVS issue with the IC Directors tomorrow morning and find 
out which of them would be interested in a conversation with Michael Cohen of CVS. Are you aware of any 
other pharmacy chain that is pursuing similar plans? | wouldn’t want NIH to appear to be playing favorites. 


Francis 

From: Wholley, David (FNIH) [T] b6 

Sent: Wednesday, November 18, 2020 9:23 AM 

To: Collins, Francis (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] b6 Lane, 
Cliff (NIH/NIAID) [E] b6 >; Freire, Maria (FNIH) [T] < b6 Austin, Christopher 
(NIH/NCATS) [E] b6 >; Parker, Ashley (NIH/OD) [E] b6 >; Anderson, James 
(NIH/OD) [E] b6 > 


Subject: The two requests you had of me this morning on war room 


On the question Francis had as to how CVS partnership will interact with the portal: it does work the way | suggested: 
CVS asks a few questions at the site to determine the status of the patient and then refers them to a specific 800- 
number for a specific ACTIV or ACTIV-associated trial that may be of interest. If it turns out the prospect is better for 
another trial, they are hot transferred to the call center for that other trial. | don’t know what algorithm they use and 
whether or not it is proprietary. However, this does remind me that we have an outstanding question from CVS about 
how they should pursue with NIH their interest in offering their services more broadly to NIH beyond ACTIV and, yes, 


COLL0000014608 


beyond COVID. | do not recall getting an answer from you as to how this should work and Michael Cohen has emailed 
Stacey again seeking guidance in this matter. 


On the question Cliff raised of cross-analyzing existing therapeutics with planned therapies that are being prioritized by 
the TX-Clinical WG, | assume Cliff means to do something beyond a comparator trial like ACTT4 and beyond the fact that 
we are currently testing most of our drugs in combination with remdesivir? | would also add that we don’t have 
anything so far that suggests we are breaking clinical equipoise by not doing an inferiority study. However Cliff may be 
suggesting something different, and we agree the best place to bring this up for starters is in the Trial Oversight Cmte 
call at 3PM today. 


David Wholley 
e-President, Research Partnerships 
Foundation for the National Institutes of Health 
b6 
fnih.org 
11400 Rockville Pike Suite 600 North Bethesda, MD 20852 


In 2019, the FNIH earned the highest rating from Charity Navigator for the fifth consecutive year and was recognized 
as an organization that exceeds industry standards. 


COLL0000014608 


From: McManus, Ayanna (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=BCFO6DEO8BA845249B9B36AD216E237E-AMCMANUS] 


Sent: 11/18/2020 9:05:32 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

Subject: RE: Thursday schedule issue 

Flag: Follow up 

Hi FC, 


To help keep the AoU group meetings on track, | decided to schedule the meeting for tomorrow at 10:45 AM. As you 
may recall, we had to cancel them at the last minute on Monday. Because Maria’s meeting is quarterly, my goal was to 
reschedule tomorrow’s meeting to a day in the near future. 


| had not reached out to Maria’s staff to reschedule tomorrow’s OWS meeting moved from earlier in the day, however, 
was recently confirmed for 12:30 PM. 


I'm finding that the AMA meetings are more unstable than ever and figure it’s better to wait a bit before immediately 
restructuring the calendar. | hope this is ok with you. 


Thanks, 

Ayanna 

From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Wednesday, November 18, 2020 3:35 PM 

To: McManus, Ayanna (NIH/OD) [E] < b6 


Subject: Thursday schedule issue 
HI Ayanna, 


Is the All of Us virtual meeting happening from 10:45 to 11:45 tomorrow? If so, we'll have to reschedule 
Maria and Carrie. Please advise? 


Francis 


From: Freire, Maria (FNIH) [T] b6 

Sent: Wednesday, November 18, 2020 2:56 PM 

To: Collins, Francis (NIH/OD) [E] b6 

Ce: Wolinetz, Carrie (NIH/OD) [E] b6 > 
Subject: Tomorrow's call 


Hi Francis. 


We have our quarterly meeting scheduled for tomorrow at 11am, right before the ACTIV Leadership call. There are a 
couple of items that I’d like to flag for you (non-COVID), some updates and the 30, 2020 FNIH Project Summaries. 


The updates and the Summaries | will send electronically for your perusal. The items to flag are easier done on the 
phone. They are not super urgent. 


COLL0000014609 


Please let me know, given the million things on your schedule, if you want to keep the call tomorrow or find another 
time. Either way works for me. 


Best, M. 


COLL0000014609 


From: McManus, Ayanna (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=BCFO6DE08BA845249B9B36AD216E237E-AMCMANUS] 
Sent: 11/18/2020 9:06:30 PM 


To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

Subject: RE: Thursday schedule issue 

Flag: Follow up 


Got it, thanks. I’ll let the WH know that you will not participate. 


Ayanna 

From: Collins, Francis (NIH/OD) [E] < 6 
Sent: Wednesday, November 18, 2020 3:56 PM 

To: McManus, Ayanna (NIH/OD) [E] < v6 


Subject: RE: Thursday schedule issue 


Also, | have spoken with Tony and he will cover the White House Task Force meeting from 3 pm on— so! can 
keep the commitment to Brookings. 


From: Collins, Francis (NIH/OD) [E] 

Sent: Wednesday, November 18, 2020 3:35 PM 

To: McManus, Ayanna (NIH/OD) [E] b6 
Subject: Thursday schedule issue 


HI Ayanna, 


Is the All of Us virtual meeting happening from 10:45 to 11:45 tomorrow? If so, we'll have to reschedule 
Maria and Carrie. Please advise? 


Francis 


From: Freire, Maria (FNIH) [T] < b6 

Sent: Wednesday, November 18, 2020 2:56 PM 
To: Collins, Francis (NIH/OD) [E] b6 

Cc: Wolinetz, Carrie (NIH/OD) [E] < b6 
Subject: Tomorrow’s call 


Hi Francis. 


We have our quarterly meeting scheduled for tomorrow at 11am, right before the ACTIV Leadership call. There are a 
couple of items that I’d like to flag for you (non-COVID), some updates and the 3Q 2020 FNIH Project Summaries. 


The updates and the Summaries | will send electronically for your perusal. The items to flag are easier done on the 
phone. They are not super urgent. 


Please let me know, given the million things on your schedule, if you want to keep the call tomorrow or find another 
time. Either way works for me. 


Best, M. 


COLL0000014613 


From: Tabak, Lawrence (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=02E 22836B5FF4E9988E3770CFC7EE770-TABAKL] 


Sent: 1/25/2021 2:56:01 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

ley Shapiro, Neil (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a13c20d004cb413b9484d6343b5f3fa6-shapironk] 

Subject: FW: Funding for COVID Variants Program 

Flag: Follow up 


Spoke with Norris; he indicated we should receive approval something this week. 


From: “Bugin, Kevin" <kevin. b6 

Date: Friday, January 22, 2021 at 2:16 PM 

To: "Cash, Lester (HHS/ASFR)" < b6 "Tabak, Lawrence (NIH/OD) [E]" 
< b6 "Shapiro, Neil (NIH/OD) [E]" < b6 

Cc: "Windom, Robert (OS/ASPR/IO)" < b6 Miriam Cabezas 

< b6 


Subject: RE: Funding for COVID Variants Program 


Thanks, Lester. | spoke with Dr. Kessler this morning and he was clear we should be moving everything along. Please let 


me know if you think my investigation into this with the new team would be helpful. 


Larry, 


Lester is our best bet to confirm timing. The below items are subject of funding memos, a mix of vaccine and 


therapeutics, and are on ASFR’s trackers. So, its just a matter of the new leadership giving the all clear. 


Kevin 


From: Cash, Lester (HHS/ASFR) < b6 
Sent: Friday, January 22, 2021 2:08 PM 


To: Tabak, Lawrence A (NIH) < b6 Bugin, Kevin < b6 Shapiro, Neil K (NIH) 


q v6 
Ce: Windom, Robert (OS) < b6 Cabezas, Miriam (OS) < b6 
Subject: RE: Funding for COVID Variants Program 


©) @) 


From: Tabak, Lawrence (NIH/OD) [E] b6 

Sent: Friday, January 22, 2021 1:46 PM 

To: Bugin, Kevin (FDA/CDER) b6 Shapiro, Neil (NIH/OD) [E] < b6 
Lester (HHS/ASFR) b6 

Cc: Windom, Robert (OS/ASPR/IO) b6 

Subject: Re: Funding for COVID Variants Program 

Importance: High 


Kevin, 


(b) 4). () (5) 


Cash, 


COLL0000014620 


(&) ). &) S) 


Thanks, 
Larry 
From: "Bugin, Kevin" b6 
Date: Saturday, January 16, 2021 at 4:56 PM 
To: "Shapiro, Neil (NIH/OD) [E]" < b6 "Cash, Lester (HHS/ASFR)" < b6 
Ce: "Menetski, Joseph (FNIH) [T]' b6 >, "Tabak, Lawrence (NIH/OD) [E]" 
b6 "“Wholley, David (FNIH) [T]" < b6 "Windom, Robert 
(OS/ASPR/IO)" b6 


Subject: Funding for COVID Variants Program 


Hi Neil and Lester, 
Please allow me to introduce you both. 


Lester, 
Neil is the contact at NIH regarding the ~19.4M in funding for the variants monitoring program. 


(b) ). (b) (5) 


Thanks! 


Kevin B Bugin, PhD, MS, RAC 
Operation Warp Speed, 


COLL0000014620 


Therapeutics Program Manager/Chief of Staff 
Mobile: b6 


COLL0000014620 


From: Freire, Maria (FNIH) (T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=8598D551D1D3455EAF14854C83F41D84-FREIREMC] 

Sent: 11/19/2020 1:40:34 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Santos, Michael (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e 18ef4cc6952f65/80-santosmr] 


ee: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak!] 

Subject: Re: Question for Vaccine WG 

Flag: Follow up 


Yes, very important question. 


My answer: 70% is an acceptable bar for some current vaccines. I would look at the comparable advantages: 
number of dosis needed, case of delivery, storage temperature, cost, etc. 


The Pfizer vaccine, which appears to be awesome, is not practical in the vast majority of the world where there 
are no freezers to store them, for example. 


A 70% effective, relatively inexpensive vaccine that can be stored ina regular freezer/refrigerator, that is oral, 
and where you only need 1 dose, fantasy as this may be, or a combination of these factors, would save millions 
of lives. That is a powerful reason to evaluate it. M. 


From: "Collins, Francis (NIH/OD) [E]" b6 
Date: Wednesday, November 18, 2020 at 8:25:02 PM 
To: "Wholley, David (FNIH) [T]" b6 >, "Santos, Michael (FNIH) [T]" b6 
Ce: "Freire, Maria (FNIH) [T]" b6 "Tabak, Lawrence (NIH/OD) [E]" 
b6 > 


Subject: Question for Vaccine WG 

This came up in a discussion with Peter Marks this afternoon. What if another vaccine that’s in phase 3 trials turns out to 
be only 70% effective? How would that be evaluated when the bar has been set so high by Pfizer and Moderna? Is this 
a question that the ACTIV vaccines WG has addressed? Peter thought it might be useful to pose it to them. 


Francis 


COLL0000014635 


From: Santos, Michael (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=AB38CB6836DE44E 18EF4CC6952F65F80-SANTOSMR] 

Sent: 11/19/2020 2:00:50 AM 

To: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Collins, Francis (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 


cc: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabak!] 

Subject: RE: Question for Vaccine WG 

Flag: Follow up 


Peter also raised this question at the Working Group meeting, and it is one of the topics prioritized for discussion (which 
Doug will cover tomorrow on slide 24), 


The brief WG conversation on the topic was aligned with Maria’s perspective: In the supply-limited phase, the 
counterfactual for a 70% vaccine efficacy (VE) vaccine is no vaccine, plus there is the possibility that the 70% VE vaccine 
would have other more desirable properties (e.g., single dose, easier cold chain, faster ramp to billion-dose scale). It 
was also pointed out that the 95% confidence intervals would likely overlap between a 70% VE point estimate and a 9X% 
VE point estimate, so they wouldn’t be technically distinguishable by that standard, plus the fact that the populations in 
the trials aren’t exactly the same is an important caveat to direct comparisons of VE. 


There are certainly aspects of this to discuss in greater depth, though, which is why we prioritized it for further 
discussion. 


ntos, PhD 
‘ice President, Science | Foundation for the National Institutes of Health 


From: Freire, Maria (FNIH) [T] < b6 

Sent: Wednesday, November 18, 2020 8:41 PM 

To: Collins, Francis (NIH/OD) [E] < b6 Wholley, David (FNIH) [T] < b6 Santos, Michael 
(FNIH) [T] < b6 

Cc: Tabak, Lawrence (NIH/OD) [E] < b6 


Subject: Re: Question for Vaccine WG 
Yes, very important question. 


My answer: 70% is an acceptable bar for some current vaccines. | would look at the comparable advantages: number of 
dosis needed, ease of delivery, storage temperature, cost, etc. 


The Pfizer vaccine, which appears to be awesome, is not practical in the vast majority of the world where there are no 
freezers to store them, for example. 


A 70% effective, relatively inexpensive vaccine that can be stored in a regular freezer/refrigerator, that is oral, and 


where you only need 1 dose, fantasy as this may be, or a combination of these factors, would save millions of lives. That 
is a powerful reason to evaluate it. M. 


COLL0000014638 


From: "Collins, Francis (NIH/OD) [E]" bé 

Date: Wednesday, November 18, 2020 at 8:25:02 PM 

: "Wholley, David (FNIH) [T]" < v6 “Santos, Michael (FNIH) [T]" b6 
: "Freire, Maria (FNIH) [T]" < b6 , "Tabak, Lawrence (NIH/OD) [E]" b6 
Subject: Question for Vaccine WG 


This came up in a discussion with Peter Marks this afternoon. What if another vaccine that’s in phase 3 trials turns out to 
be only 70% effective? How would that be evaluated when the bar has been set so high by Pfizer and Moderna? Is this 
a question that the ACTIV vaccines WG has addressed? Peter thought it might be useful to pose it to them. 


Francis 


COLL0000014638 


From: 


Sent: 
To: 


ce: 


Subject: 


Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

11/19/2020 5:09:33 AM 

Santos, Michael (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f4 1d84-freiremc]; Collins, Francis (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabak!]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=dcd875f067964885 9e1cf101c0943414-adamsj4] 

RE: Question for Vaccine WG 


Thanks, Mike. As has also been discussed on at least one of the Tx calls, sounds like point estimates of efficacy aren’t 


everything. 


From: Santos, Michael (FNIH) [T] < b6 
Sent: Wednesday, November 18, 2020 9:01 PM 
To: Freire, Maria (FNIH) [T] < b6 Collins, Francis (NIH/OD) [E] < b6 Wholley, David 


(FNIH) [T] < 


b6 


Ce: Tabak, Lawrence (NIH/OD) [E] < b6 
Subject: RE: Question for Vaccine WG 


Peter also raised this question at the Working Group meeting, and it is one of the topics prioritized for discussion (which 
Doug will cover tomorrow on slide 24). 


The brief WG conversation on the topic was aligned with Maria’s perspective: In the supply-limited phase, the 
counterfactual for a 70% vaccine efficacy (VE) vaccine is no vaccine, plus there is the possibility that the 70% VE vaccine 
would have other more desirable properties (e.g., single dose, easier cold chain, faster ramp to billion-dose scale). It 
was also pointed out that the 95% confidence intervals would likely overlap between a 70% VE point estimate and a 9X% 
VE point estimate, so they wouldn’t be technically distinguishable by that standard, plus the fact that the populations in 
the trials aren’t exactly the same is an important caveat to direct comparisons of VE. 


There are certainly aspects of this to discuss in greater depth, though, which is why we prioritized it for further 


discussion. 


Michael S 
Associa 


tos, PhD 
Vice President, Science | Foundation for the National Institutes of Health 


From: Freire, Maria (FNIH) [T] b6 

Sent: Wednesday, November 18, 2020 8:41 PM 

To: Collins, Francis (NIH/OD) [E] b6 Wholley, David (FNIH) [T] < v6 ; Santos, Michael 
(FNIH) (T] b6 

Cc: Tabak, Lawrence (NIH/OD) [E] bé 


Subject: Re: Question for Vaccine WG 


Yes, very important question. 


COLL0000014647 


My answer: 70% is an acceptable bar for some current vaccines. | would look at the comparable advantages: number of 
dosis needed, ease of delivery, storage temperature, cost, etc. 


The Pfizer vaccine, which appears to be awesome, is not practical in the vast majority of the world where there are no 
freezers to store them, for example. 


A 70% effective, relatively inexpensive vaccine that can be stored in a regular freezer/refrigerator, that is oral, and 
where you only need 1 dose, fantasy as this may be, or a combination of these factors, would save millions of lives. That 
is a powerful reason to evaluate it. M. 


From: "Collins, Francis (NIH/OD) [E]" b6 

Date: Wednesday, November 18, 2020 at 8:25:02 PM 

To: "Wholley, David (FNIH) [T]" < b6 "Santos, Michael (FNIH) [T]" < b6 
Ce: "Freire, Maria (FNIH) [T]' b6 >, "Tabak, Lawrence (NIH/OD) [E]" b6 


Subject: Question for Vaccine WG 

This came up in a discussion with Peter Marks this afternoon. What if another vaccine that’s in phase 3 trials turns out to 
be only 70% effective? How would that be evaluated when the bar has been set so high by Pfizer and Moderna? Is this 
a question that the ACTIV vaccines WG has addressed? Peter thought it might be useful to pose it to them. 


Francis 


COLL0000014647 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 11/19/2020 12:02:53 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras] 

cc; Melencio, Cheryl (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Menetski, Joseph (FNIH) 
[T] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=500 1afS2dc4a427ea3d34f1e07 2f8cb7-menetskijp]; Appell, Evan 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user7ee69e83] 

Subject: FW: ACTIV Meeting 


Flag: Follow up 
fyi 


From: Disbrow, Gary (OS/ASPR/BARDA) < b6 
Sent: Thursday, November 19, 2020 4:01 AM 

To; Wholley, David (FNIH) [T] < b6 

Cc: Disbrow, Gary (OS/ASPR/BARDA) < b6 
Subject: ACTIV Meeting 


Good morning David, 


The ACTIV meeting overlaps with the Secretary's OWS Executive meeting and briefing to the Vice President. | will be 
able to make the first part but will have to drop to attend the OWS Executive meeting. 


Thanks for all you and your team are doing. The ACTIV PPP has been an incredible effort. 
Gary 


Gary L. Disbrow Ph.D. 

Director (Acting), BARDA 

Deputy Assistant Secretary 

Director, Medical Countermeasure Programs 
Biomedical Advanced Research and Development Authority 
BARDA 

Assistant Secretary for Preparedness and Response ASPR 
Department of Health and Human Services 

330 Independence Avenue, S.W. Room 640 G 
Washington, D.C. 20201 


Office: 

Mobile: 6. 

Fax; 202-205-0873 
email: b6 


Legally Privileged - This e-mail transmission and any documents attached to it may contain information that is legally 
privileged. If you are not the intended recipient, or a person responsible for delivering this transmission to the intended 
recipient, you are hereby notified that any disclosure, copying, distribution, or use of this transmission is strictly 
prohibited. If you have received this transmission in error, please immediately notify the sender and destroy the original 
transmission, attachments, and destroy any hard copies. 
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Note to contractors: nothing in this e-mail is intended to constitute contractual direction or to impact cost, price, or 
schedule contained in the contract. If the contractor believes there is an impact, the contractor must disregard that 
portion of the communication and contact the Contracting Officer for direction 
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From: McManus, Ayanna (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=BCFO6DEO8BA845249B9B36AD216E237E-AMCMANUS] 

Sent: 11/19/2020 2:05:36 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf]; Wolinetz, Carrie (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1c655040d47346c7b04d7bc11a403ecb-wolinetzcd]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc] 


Subject: Quarterly Meeting with Francis Collins, Maria Freire, and Carrie Wolinetz 
Attachments: FW: Tomorrow’s call 

Location: Zoom 

Start: 11/20/2020 9:15:00 PM 

End: 11/20/2020 9:45:00 PM 


Show Time As: Tentative 


Required Collins, Francis (NIH/OD) [€]; Wolinetz, Carrie (NIH/OD) [E]; Freire, Maria (FNIH) (T] 
Attendees: 


Francis Collins is inviting you to a scheduled ZoomGov meeting. 


Join ZoomGov Meeting 
https: //nih. zoomgov. com b6 


Meeting ID: b6 
Passcode: b6 
Ane tan mobile 
b6 Us (San Jose) 
us (New York) 


Dial by your location 
b6 us (San Jose) 
us (New York) 


Meeting ID: b6 

Passcode: b6 

Find your local number: https://nih.zoomgov.co b6 
Join by SIP 


Join by H.323 

b6 (us West) 
(us East) 
Meeting ID: b6 
Passcode: b6 
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From: Wolinetz, Carrie (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP, 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=1C655040D47346C7B04D7BC11A403ECB-WOLINETZCD] 

Sent: 11/18/2020 7:57:44 PM 

To: McManus, Ayanna (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=bcf06de08ba845249b9b36ad216e237e-amcmanus]; Wood, Gretchen 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5d1e0e1a8f76c1f-woodgs] 

Subject: FW: Tomorrow's call 


FYI 


From: Freire, Maria (FNIH) [T] < b6 

Sent: Wednesday, November 18, 2020 2:56 PM 
To; Collins, Francis (NIH/OD) [E] < b6 
Ce: Wolinetz, Carrie (NIH/OD) [E] < b6 
Subject: Tomorrow's call 


Hi Francis. 


We have our quarterly meeting scheduled for tomorrow at 11am, right before the ACTIV Leadership call. There are a 
couple of items that I’d like to flag for you (non-COVID), some updates and the 3Q 2020 FNIH Project Summaries, 


The updates and the Summaries | will send electronically for your perusal. The items to flag are easier done on the 
phone. They are not super urgent. 


Please let me know, given the million things on your schedule, if you want to keep the call tomorrow or find another 
time. Either way works for me. 


Best, M. 


COLL0000014658 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 11/19/2020 4:35:50 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak|] 

cc: Appell, Evan [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=user7ee69e83]; Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=5001afS2dc4a427ea3d34f1e072f8cb7-menetskijp] 

Subject: FW: ACTIV Leadership Call #10 


So no one from AZ on the phone today. 


From: Melencio, Cheryl (FNIH) [T] < b6 
Sent: Thursday, November 19, 2020 11:04 AM 
To: Appell, Evan < b6 Wholley, David (FNIH) [T] < b6 


Subject: FW: ACTIV Leadership Call #10 
Hitesh Pandya just declined the calendar invite. 


Cheryl Melencio 

Administrative Manager, Research Partnerships 

Foundation for the National Institutes of Health 
b6 

ory 


10 Rockville Pike Suite 600 North Bethesda, MD 20852 


Donate to the FNIH’s Pandemic Response Fund to combat COVID-19: & 


FNIH RANDEMIC 
RESPONSE FUND 


From: Pandya, Hitesh b6 > 

Sent: Thursday, November 19, 2020 11:02 AM 

To: Melencio, Cheryl (FNIH) [T] 

Subject: Declined: ACTIV Leadership Call #10 

When: Thursday, November 19, 2020 12:00 PM-1:00 PM (UTC-05:00) Eastern Time (US & Canada). 
Where: https://fnih.zoom. b6 


AstraZeneca UK Limited is a company incorporated in England and Wales with registered number:03674842 and its registered office at 1 Francis Crick 
Avenue, Cambridge Biomedical Campus, Cambridge, CB2 0AA. 
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This e-mail and its attachments are intended for the above named recipient only and may contain confidential and privileged information. If they have 
come to you in error, you must not copy or show them to anyone; instead, please reply to this e-mail, highlighting the error to the sender and then 
immediately delete the message. For information about how AstraZeneca UK Limited and its affliates may process information, personal data and 
monitor communications, please see our privacy notice at www.astraz cont 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 11/19/2020 8:29:49 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=17597cabc42247548e5967 78304f781f-austinc]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm] 

Subject: RE: The two requests you had of me this morning on war room 


Hope the discussion went well. | did not hear of anyone else that has approached us, but | did hear that Rite Aid (a 
subsidiary of Walgreens) is partnered with Verily on their efforts. 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Wednesday, November 18, 2020 2:34 PM 

To: Wholley, David (FNIH) [T] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 Lane, 
Cliff (NIH/NIAID) [E] < b6 Freire, Maria (FNIH) [T] < b6 Austin, Christopher 
(NIH/NCATS) [E] < b6 Parker, Ashley (NIH/OD) [E] < b6 Anderson, James 
(NIH/OD) [E] < b6 


Subject: RE: The two requests you had of me this morning on war room 


Hi David, 


Thanks for the follow ups. | am going to raise the CVS issue with the IC Directors tomorrow morning and find 
out which of them would be interested in a conversation with Michael Cohen of CVS. Are you aware of any 
other pharmacy chain that is pursuing similar plans? | wouldn’t want NIH to appear to be playing favorites. 


Francis 

From: Wholley, David (FNIH) [T] <: b6 > 

Sent: Wednesday, November 18, 2020 9:23 AM 

To: Collins, Francis (NIH/OD) [E] b6 >} Tabak, Lawrence (NIH/OD) [E] b6 ; Lane, 
Cliff (NIH/NIAID) [E] b6 y>; Freire, Maria (FNIH) [T] b6 >; Austin, Christopher 
(NIH/NCATS) [E° 6 >; Parker, Ashley (NIH/OD) [E] < b6 Anderson, James 
(NIH/OD) [€] b6 


Subject: The two requests you had of me this morning on war room 


On the question Francis had as to how CVS partnership will interact with the portal: it does work the way | suggested: 
CVS asks a few questions at the site to determine the status of the patient and then refers them to a specific 800- 
number for a specific ACTIV or ACTIV-associated trial that may be of interest. If it turns out the prospect is better for 
another trial, they are hot transferred to the call center for that other trial. | don’t know what algorithm they use and 
whether or not it is proprietary. However, this does remind me that we have an outstanding question from CVS about 


COLLO0000014667 


how they should pursue with NIH their interest in offering their services more broadly to NIH beyond ACTIV and, yes, 
beyond COVID. | do not recall getting an answer from you as to how this should work and Michael Cohen has emailed 
Stacey again seeking guidance in this matter. 


On the question Cliff raised of cross-analyzing existing therapeutics with planned therapies that are being prioritized by 
the TX-Clinical WG, | assume Cliff means to do something beyond a comparator trial like ACTT4 and beyond the fact that 
we are currently testing most of our drugs in combination with remdesivir? | would also add that we don’t have 
anything so far that suggests we are breaking clinical equipoise by not doing an inferiority study. However Cliff may be 
suggesting something different, and we agree the best place to bring this up for starters is in the Trial Oversight Cmte 
call at 3PM today. 


David Wholley 

Senior Vice-President, Research Partnerships 

Foundation for the National Institutes of Health 
b6 


11400 Rockville Pike Suite 600 North Bethesda, MD 20852 


In 2019, the PNT earned the highest rating from Charity Navigator for the fifth consecutive year and was recognized 
as an organization that exceeds industry standards. 
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From: Tabak, Lawrence (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=02E22836B5FF4E9988E3770CFC7EE770-TABAKL] 


Sent: 11/19/2020 11:12:43 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

Subject: Re: The two requests you had of me this morning on war room 


Can we take this off your plate? They can send me their responses. 


From: Francis Collins < b6 

Date: Thursday, November 19, 2020 at 6:10 PM 

To: "Tabak, Lawrence (NIH/OD) [E]" < b6 

Subject: RE: The two requests you had of me this morning on war room 


So how about this as a follow up message to ICs: 


As discussed at this morning’s IC Directors’ meeting, | wanted to ask about your potential interest in a 
conference call with the leadership of CVS Health. For COVID, CVS provides a lot of testing to the public, and 
they have helped by connecting those who test negative to vaccine trials, and those who test positive to ACTIV 
clinical trials. But CVS Health is potentially interested in expanding this outreach beyond COVID to other 
possible NIH-sponsored trials. Please let me know if you would be interested in a no-obligation discussion 
about this. 


Francis 

From: Wholley, David (FNIH) [T] < b6 

Sent: Thursday, November 19, 2020 3:30 PM 

To: Collins, Francis (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 Lane, 
Cliff (NIH/NIAID) [E] < b6 Freire, Maria (FNIH) [T] < v6 Austin, Christopher 
(NIH/NCATS) [E] < b6 Parker, Ashley (NIH/OD) [E] < v6 Anderson, James 
(NIH/OD) [E] < b6 


Subject: RE: The two requests you had of me this morning on war room 


Hope the discussion went well. | did not hear of anyone else that has approached us, but | did hear that Rite Aid (a 
subsidiary of Walgreens) is partnered with Verily on their efforts. 


From: Collins, Francis (NIH/OD) [E] b6 

Sent: Wednesday, November 18, 2020 2:34 PM 

To: Wholley, David (FNIH) [T] b6 >; Tabak, Lawrence (NIH/OD) [E] b6 Lane, 
Cliff (NIH/NIAID) [E] b6 Freire, Maria (FNIH) [T] < b6 Austin, Christopher 
(NIH/NCATS) [E] b6 Parker, Ashley (NIH/OD) [E] b6 >; Anderson, James 
(NIH/OD) [E] b6 


Subject: RE: The two requests you had of me this morning on war room 


Hi David, 
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Thanks for the follow ups. | am going to raise the CVS issue with the IC Directors tomorrow morning and find 
out which of them would be interested in a conversation with Michael Cohen of CVS. Are you aware of any 
other pharmacy chain that is pursuing similar plans? | wouldn’t want NIH to appear to be playing favorites. 


Francis 

From: Wholley, David (FNIH) [T] b6 

Sent: Wednesday, November 18, 2020 9:23 AM 

To: Collins, Francis (NIH/OD) [E] dé Tabak, Lawrence (NIH/OD) [E] b6 Lane, 
Cliff (NIH/NIAID) [E] v6 >; Freire, Maria (FNIH) [T] b6 ; Austin, Christopher 
(NIH/NCATS) [E] b6 >; Parker, Ashley (NIH/OD) [E] < b6 Anderson, James 
(NIH/OD) {E] b6 


Subject: The two requests you had of me this morning on war room 


On the question Francis had as to how CVS partnership will interact with the portal: it does work the way | suggested: 
CVS asks a few questions at the site to determine the status of the patient and then refers them to a specific 800- 
number for a specific ACTIV or ACTIV-associated trial that may be of interest. If it turns out the prospect is better for 
another trial, they are hot transferred to the call center for that other trial. | don’t know what algorithm they use and 
whether or not it is proprietary. However, this does remind me that we have an outstanding question from CVS about 
how they should pursue with NIH their interest in offering their services more broadly to NIH beyond ACTIV and, yes, 
beyond COVID. | do not recall getting an answer from you as to how this should work and Michael Cohen has emailed 
Stacey again seeking guidance in this matter. 


On the question Cliff raised of cross-analyzing existing therapeutics with planned therapies that are being prioritized by 
the TX-Clinical WG, | assume Cliff means to do something beyond a comparator trial like ACTT4 and beyond the fact that 
we are currently testing most of our drugs in combination with remdesivir? | would also add that we don’t have 
anything so far that suggests we are breaking clinical equipoise by not doing an inferiority study. However Cliff may be 
suggesting something different, and we agree the best place to bring this up for starters is in the Trial Oversight Cmte 
call at 3PM today. 


David Wholley 
Senior Vice-President, Research Partnerships 
Foundation for the National Institutes of Health 
b6 
{hih.org. 
11400 Rockville Pike Suite 600 North Bethesda, MD 20852 


dnt 2019, the PNT earned the highest rating from Charity Navigator for the fifth consecutive year and was recognized 
us an organization that exceeds industry standards. 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 11/19/2020 11:55:51 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl] 

Subject: RE: Friday AM schedule 


Flag: Follow up 


| don’t think there is anything that cannot wait until Monday morning on ACTIV right now. We have our marching orders 
on impact of emerging viral mutations on efficacy of tx and vx, and on impact of vaccines on transmission... 


From: Collins, Francis (NIH/OD) [E] < bé 
Sent: Thursday, November 19, 2020 4:42 PM 
To: Tabak, Lawrence (NIH/OD) [E] < b6 Wholley, David (FNIH) [T] < b6 


Subject: Friday AM schedule 
Hi Larry and David, 


With AMP ExComm running from 7-8:30 tomorrow, we won't be able to do the War Room meeting at its usual 
time. Are there pressing issues? If necessary, | could potentially make this work for a half hour at noon. 


Larry, | will have to miss the 7:30 COVID response team meeting. 


Francis 
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From: Freire, Maria (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=8598D551D1D3455EAF14854C83F41D84-FREIREMC] 


Sent: 11/20/2020 12:25:07 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

Subject: Re: No War Room Tomorrow 

Flag: Follow up 


I should not be happy but you will forgive that Iam. Still on a call now. UGH. How do you do it?! 


From: "Collins, Francis (NIH/OD) [E]" b6 
Date: Thursday, November 19, 2020 at 7:23:25 PM 
To: "Freire, Maria (FNIH) [T]" < b6 "Wholley, David (FNIH) [T]" b6 ‘ 
"Tabak, Lawrence (NIH/OD) [E]" b6 "Anderson, James (NIH/OD) [E]" 

b6 , "Lane, Cliff (NIH/NIAID) [E]" < b6 "Austin, Christopher 
(NIH/NCATS) [E]" b6 . "Parker, Ashley (NIH/OD) [E]" < b6 > 


Subject: No War Room Tomorrow 
Hi there team, 


With the AMP Executive Committee tomorrow from 7 — 8:30 AM involving several of us, we'll need to cancel the 8 AM 
ACTIV War Room. We'll reconvene the warriors on Monday AM. 


Francis 
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From: Freire, Maria (FNIH) (T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=8598D551D1D345S5EAF14854C83F41D84-FREIREMC] 


Sent: 11/19/2020 9:36:13 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

ce: Wolinetz, Carrie (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=1c655040d47346c7b04d7bcl 1a403ecb-wolinetzcd]; Klock, Kevin (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=d6a4795309e54d3d887b0051aa88183b-klockka] 

Subject: Q4 FNIH updates and Q3Project Summaries 

Attachments: FNIH Q4 2020 Update.pdf; FNIH Q3 2020 Project Summaries.pdf 


Dear Francis, 


For your review and consideration, | have attached a Memorandum that has 2 requested Action Items and some 
informational content. Also attached is the latest version of the FNIH Q3 2020 Project Summaries. 


We are scheduled to speak tomorrow afternoon, where | will follow up on the discussion you had with David on AMP. 
AIM and on an interesting topic related to BARDA. 


All the best, Maria 


Maria C. Freire, Ph.D. 

President and Executive Director 

Foundation for the National Institutes of Health 

ee ae Pike, Suite 600, North Bethesda, MD 20852 
fnih.org 


| fling ¥ Io) 
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From: Parker, Ashley (NIH/OD) {] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=306B2244466140F AASSAAAAFEOGEBD70-PARKERAS] 

Sent: 11/20/2020 3:56:23 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f4 1d84-freiremc]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabakl]; Anderson, James (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Lane, Cliff (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=17597cabce42247548e596778304f781f-austinc] 

Subject: RE: No War Room Tomorrow 


Flag: Follow up 


This explains why the call is not on my calendar tomorrow — kudos to Cheryl! Can everyone else sleep a little longer 
tomorrow? ©) 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Thursday, November 19, 2020 7:23 PM 

To: Freire, Maria (FNIH) [T] < b6 Wholley, David (FNIH) [T] < b6 Tabak, Lawrence 
(NIH/OD) [E] < b6 Anderson, James (NIH/OD) [E] < b6 Lane, Cliff 
(NIH/NIAID) [E] < b6 Austin, Christopher (NIH/NCATS) [E] < b6 Parker, Ashley 
(NIH/OD) [E] < b6 


Subject: No War Room Tomorrow 
Hi there team, 


With the AMP Executive Committee tomorrow from 7 - 8:30 AM involving several of us, we'll need to cancel the 8 AM 
ACTIV War Room. We'll reconvene the warriors on Monday AM. 


Francis 


COLL0000014685 


From: Freire, Maria (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=8598D551D1D345SEAF14854C83F41D84-FREIREMC) 


Sent: 11/21/2020 3:47:39 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

cc; Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: Fwd: Reminder! Nominations Due December 2 

Flag: Follow up 

Francis, 


Should ACTIV be nominated for the Translation Award? M. 


From: "Research! America News" < b6 
Date: Saturday, November 21, 2020 at 9:37:31 AM 
To: "Freire, Maria (FNIH) [T]" b6 


Subject: Reminder! Nominations Due December 2 


REMEMBER: 
Nominations for the 2021 Research!America Advocacy Awards 
are due December 2, 2020! 


mit Your Nor 


Award Categories 
Research!America is announcing four Outstanding Achievement in Public Health Awards to honor individuals, 
entities, and partnerships demonstrating commitment to research through discovery, innovation, communication, 
and leadership during the COVID-19 pandemic. 
Foundation Award - Many of the key successes in thwarting COVID-19 come to us! 
«that crealed the building blocks upon which today's researchers, 
rofessionals sland. The Building the Foundation Award recognizes : 
se basic research discoveries are al work today, helping empower the respons 
pi Translation Award - There is no doubt the speed with which our nation’s research system has mov 
aclualize vaccines and treatments has stunned even seasoned observers. A key driver of this rapid response has 
been the formation of novel, cutting-edge public-private partnerships. The Rapid Transiation Award honors a 
public/private partnership that has made progress in the fight against COVID-19. 


COLL0000014705 


C ear Voice Award - \'s been said many times in 
uncertainty and communications challenges. The Clear Voice Award honors an individual who has effectively 
communicated vital health and science information to the public to contribute to the fight against COVID-19. 


The 2021 event, presented virtually, will be high-energy. engaging, inspiring, and filled with present and future 
pivotal leaders. The program will highlight the 2020 Awardees we were unable to salute in March 2020 due to 
restrictions caused by COVID-19. it will aiso include a mix of interviews, fireside chais and Q&A sessions to 
introduce and honor the 2021 Awardees. Nominations are due December 2, 2020, so don't delay! 


Are Due December 


COLL0000014705 


From: Freire, Maria (FNIH) (T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=8598D551D1D3455EAF14854C83F41D84-FREIREMC] 


Sent: 11/21/2020 10:57:07 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

ce Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: RE: Reminder! Nominations Due December 2 

Flag: Follow up 


OK! Let me read instructions see how we can get this done. M. 


From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Saturday, November 21, 2020 5:54 PM 

To; Freire, Maria (FNIH) [T] < b6 

Cc: Wholley, David (FNIH) [T] < b6 

Subject: RE: Reminder! Nominations Due December 2 


Great idea. YES, it’s a perfect fit! How could this best be organized? 


Francis 

From: Freire, Maria (FNIH) [T] < b6 
Sent: Saturday, November 21, 2020 10:48 AM 
To: Collins, Francis (NIH/OD) [E] < b6 
Cc: Wholley, David (FNIH) [T] < b6 


Subject: Fwd: Reminder! Nominations Due December 2 
Francis, 


Should ACTIV be nominated for the Translation Award? M. 


From: "Research!America News" < b6 
Date: Saturday, November 21, 2020 at 9:37:31 AM 
To: "Freire, Maria (FNIH) [T]" < b6 


Subject: Reminder! Nominations Due December 2 


REMEMBER: 


COLL0000014718 


Nominations for the 2021 Research!America Advocacy Awards 
are due December 2, 2020! 


Submit Your No: 


Award Categories 
Research!America is announcing four Outstanding Achievement in Public Health Awards to honor individuals, 
entities, and partnerships demonstrating commitment to research through discovery, innovation, communication, 
and leadership during the COVID-19 pandemic. 


lation Award - There i 


Rapid Trai © doubt the speed with which our nation’s research system h 


actualize vaccines and treatments has stunned even seasoned observers. A key driver of this rapid response has 
been the formation of novel, cutting-edge public-private partnerships. The Rapid Transiation Award honors a 
i has made progress in the fight against COVID-1 
c Health 


$ eet the ch Of cor ) COV! 
Clear Voice Award - It's been said many limes in 2020 that we arte watching science in real time, which brings 
uncertainty and communications challenges. The Clear Voice Award honors an individual who has effectively 
communicated vital health and science information to the public to contribute to the fight against COVID-19, 


The 2021 event, presented virtually, will be high-energy, engaging, inspiring, and filled with present and future 
pivotal leaders. The program will highlight the 2020 Awardees we were unable to salute in March 2020 due to 
restrictions caused by COVID-19. it will also include a mix of interviews, fireside chats and Q&A sessions to 
introduce and honor the 2021 Awardees. No! 2020, so don't delay! 


i | 


COLL0000014718 


COLL0000014718 


From: 


Sent: 
To: 


Subject: 


1 


Nu 


Chiff 


Lane, Cliff (NIH/NIAID) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 

(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=2D7E368A3137473BBCE161547A82F2DE-CLANE] 

11/23/2020 4:43:02 PM 

Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257 -wholleyd]; Collins, Francis (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Austin, Christopher 
(INIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=17597cabce42247548e596778304f781f-austinc]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm] 

Follow-up Nov, 23 


Dr. Corey has been having a series of discussion with Moncef/OWS about a transmission study, potentially 
involving multiple college campuses. Discussions have included potential (partial) funding by OWS but have not 
included substantial engagement of NIAID program staff. Going forward from today, Dr. Corey will be sure to 
include senior NIAID program staff in discussions involving OWS. There was also note of limited bandwidth in 
program at this time. 


On a positive note, the ACTIV-3 manuscript was just accepted by NEJM; the acceptance was accompanied by a 
request for 1 minor editorial change and that we re-submit by Nov. 27. 


COLL0000014722 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 11/23/2020 3:59:21 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf}; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=17597cabc42247548e5967 78304f781f-austinc]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm] 

Subject: ACTIV Daily Update 20201123.pptx 

Attachments: ACTIV Daily Update 20201123.pptx 


Slides for tomorrow’s war room call, Monday November 23. 


COLL0000014725 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 11/25/2020 3:51:50 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf}; Tabak, Lawrence (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836bSff4e9988e3770cfc7ee770-tabakl]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=17597cabce42247548e5967 78304f781f-austinc]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm] 

Subject: ACTIV Daily Update 20201125 _vf.pptx 

Attachments: ACTIV Daily Update 20201125_vf.pptx 


For tomorrow's war room update, Wednesday November 25. 


COLL0000014749 


From: Tabak, Lawrence (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=02E 22836B5FF4E9988E3770CFC7EE770-TABAKL] 


Sent: 1/26/2021 12:52:23 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

ley Shapiro, Neil (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a13c20d004cb413b9484d6343b5f3fa6-shapironk] 

Subject: Re: Funding for COVID Variants Program 

Flag: Follow up 


Yes; Norris said the new team hasn’t disapproved anything. So he expects we will hear something this week about 
approval. | told him that both you and Janet are very supportive. 


From: Francis Collins < b6 

Date: Monday, January 25, 2021 at 7:23 PM 

To: "Tabak, Lawrence (NIH/OD) [E]" < b6 
Cc; "Shapiro, Neil (NIH/OD) [E]" < b6 


Subject: RE: Funding for COVID Variants Program 


Does that mean approval for the ACTIV mutation tracking and functional analysis program? 


From: Tabak, Lawrence (NIH/OD) [E] < b6 
Sent: Monday, January 25, 2021 9:56 AM 

To: Collins, Francis (NIH/OD) [E] < b6 

Ce: Shapiro, Neil (NIH/OD) [E] < b6 


Subject: FW: Funding for COVID Variants Program 


Spoke with Norris; he indicated we should receive approval something this week. 


From: "Bugin, Kevin" < b6 
Date: Friday, January 22, 2021 at 2:16 PM 
To: "Cash, Lester (HHS/ASFR)" b6 >, "Tabak, Lawrence (NIH/OD) [E]" 
b6 “Shapiro, Neil (NIH/OD) [E]" b6 
Cc: "Windom, Robert (OS/ASPR/IO)" b6 Miriam Cabezas 
b6 


Subject: RE: Funding for COVID Variants Program 


Thanks, Lester. | spoke with Dr. Kessler this morning and he was clear we should be moving everything along. Please let 
me know if you think my investigation into this with the new team would be helpful. 


Larry, 
Lester is our best bet to confirm timing. The below items are subject of funding memos, a mix of vaccine and 
therapeutics, and are on ASFR’s trackers. So, its just a matter of the new leadership giving the all clear. 


Kevin 

From: Cash, Lester (HHS/ASFR) v6 

Sent: Friday, January 22, 2021 2:08 PM 

To: Tabak, Lawrence A (NIH) b6 ; Bugin, Kevin < v6 >; Shapiro, Neil K (NIH) 


COLL0000014773 


< b6 
Cc: Windom, Robert (OS) b6 Cabezas, Miriam (OS) < 
Subject: RE: Funding for COVID Variants Program 


b6 > 


We are working with the new team to gain their concurrence on the previously approved OWS funding memos as 


quickly as possible, and hope to be able to issue funding early next week. 


From: Tabak, Lawrence (NIH/OD) [E] < b6 
Sent: Friday, January 22, 2021 1:46 PM 
To: Bugin, Kevin (FDA/CDER) b6é >; Shapiro, Neil (NIH/OD) [E] b6 
Lester (HHS/ASFR) b6 
Cc: Windom, Robert (OS/ASPR/IO) b6é 
Subject: Re: Funding for COVID Variants Program 
Importance: High 
Kevin, 
Apologies if others understand this, but | am being asked by Francis to nail this down. 
(b) (4). (b) (5) 
Thanks, 
Larry 
From: "Bugin, Kevin" b6 > 
Date: Saturday, January 16, 2021 at 4:56 PM 
To: "Shapiro, Neil (NIH/OD) [E]" 66 , "Cash, Lester (HHS/ASFR)" b6 
Cc: "Menetski, Joseph (FNIH) [T]" < b6 . "Tabak, Lawrence (NIH/OD) [E]" 


< b6 “Wholley, David (FNIH) [T]" b6 
(OS/ASPR/IO)" b6 
Subject: Funding for COVID Variants Program 


Hi Neil and Lester, 
Please allow me to introduce you both. 


(©) @). 0) G) 


"Windom, Robert 


>; Cash, 


COLL0000014773 


(&) @). &) GS) 


Thanks! 


Kevin B Bugin, PhD, MS, RAC 

Operation Warp Speed, 

Therapeutics Program Manager/Chief of Staff 
Mobile: b6 


COLL0000014773 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF28414883D0B6996D677257-WHOLLEYD] 
Sent: 11/30/2020 1:51:53 AM 


To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

Subject: RE: Appreciation 

Flag: Follow up 


Wow, Francis, thanks so much. All | can say it is an honor to serve, and to continue to have the pleasure of working with 
you! 


From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Sunday, November 29, 2020 2:06 PM 
To: Wholley, David (FNIH) [T] < b6 


Subject: Appreciation 

Dear David, 

At this Thanksgiving season, | am deeply grateful for a lot of things, but especially for people who have helped all of us at 
NIH get through major pandemic challenges in 2020. You have been simply masterful in juggling the multiple 
components and goals of the ACTIV Partnership, while also making sure that other partnerships like AMP and PACT 
continue to flourish. Your dedication, experience, and wise counsel have meant a lot to me over these months. Of 
course, we're not done with these struggles yet, but | want you to know you are a treasure for all of us at NIH. 


With deep gratitude, 


Francis 


COLL0000014774 


From: Tabak, Lawrence (NIH/OD) (E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=02E22836B5FF4E9988E3770CFC7EE770-TABAKL] 

Sent: 11/25/2020 4:01:31 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

Subject: FW: ACTIV update for transition team 11-25-20 vF.pptx 

Attachments: ACTIV update for transition team 11-25-20 vF.pptx 


Flag: Follow up 


From: "Wholley, David (FNIH) [T]" < b6 

Date: Wednesday, November 25, 2020 at 10:58 AM 

To: "Tabak, Lawrence (NIH/OD) [E]" < b6 

Cc: "Freire, Maria (FNIH) [T]" < b6 

Subject: ACTIV update for transition team 11-25-20 vF.pptx 


Hi Larry. Here are the slides. The folks on the call have asked us to send them the slides in advance—we said we’d send 
them around noon or so, so your quick review is appreciated. Thanks, David 


COLL0000014798 


From: Freire, Maria (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=8598D551D1D34SSEAF14854C83F41D84-FREIREMC] 

Sent: 12/3/2020 11:07:55 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabdak!] 

cc; Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Klock, Kevin (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d6a4795309e54d3d887b0051aa88183b-klockka] 

Subject: Conversation with Lu et al 


Flag: Follow up 
Dear Francis and Larry, 


As we mentioned, we had a conversation for slightly over one hour with members of the Biden Transition 
Team. Present were Lu Borio, Vin Gupta, Danielle Carnival, David Kaslow, Jose Cordero and Zeke Emanuel. David 
Wholley, Kevin Klock and me (who could not get my mike to work — maybe just as well ©). 


(b) (5) 


COLL0000014824 


From: Freire, Maria (FNIH) (T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=8598D551D1D345S5EAF14854C83F41D84-FREIREMC] 

Sent: 12/4/2020 3:04:47 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836bSff4e9988e3770cfc7ee770-tabakl] 

cc: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Klock, Kevin (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d6a4795309e54d3d887b0051aa88183b-klockka] 

Subject: Re: Conversation with Lu et al 


There were some other nuances, of course. David reminds me, for example, that Lu said something about a 
growing constituency (including on Capitol Hill) for data mining Real World Evidence databases as an 
acceptable substitute fir RCTs. He remembers this better than I do, frankly. 


We were able to stress the speed with which we have been operating, including daily War Room calls and 
establishing and launching master protocols in record time. M. 


From: "Collins, Francis (NIH/OD) [E]" b6 
Date: Thursday, December 3, 2020 at 9:30:35 PM 
To: "Freire, Maria (FNIH) [T]" b6 "Tabak, Lawrence (NIH/OD) [E]" 
v6 
Ce: "Wholley, David (FNIH) [T]" b6 "Klock, Kevin (FNIH) [T]" b6 


Subject: RE: Conversation with Lu et al 


Thanks for this excellent summary! 


FC 

From: Freire, Maria (FNIH) [T] < b6 

Sent: Thursday, December 3, 2020 6:08 PM 

To: Collins, Francis (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 
Cc: Wholley, David (FNIH) [T] < b6 Klock, Kevin (FNIH) [T] < b6 


Subject: Conversation with Lu et al 
Dear Francis and Larry, 
As we mentioned, we had a conversation for slightly over one hour with members of the Biden Transition 


Team. Present were Lu Borio, Vin Gupta, Danielle Carnival, David Kaslow, Jose Cordero and Zeke Emanuel. David 
Wholley, Kevin Klock and me (who could not get my mike to work — maybe just as well ©). 


(b) 6) 


COLL0000014827 


From: 


Sent: 
To: 


cc: 
Subject: 


Flag: 


Dear Francis: 


Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF28414883D0B6996D677257-WHOLLEYD] 
12/5/2020 6:48:44 PM 

Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836bSff4e9988e3770cfc7ee770-tabak!] 

FYI: Aviptadil Adjudication Meeting 


Follow up 


(b) (4), (®) (5) 


COLL0000014841 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF28414883D0B6996D677257-WHOLLEYD] 
Sent: 12/6/2020 5:38:34 PM 


To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 
Lg Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak!] 
Subject: RE: Aviptadil Adjudication Meeting 


| don’t know but would not be surprised if he does not. Hopefully it will just get worked out. 


From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Saturday, December 5, 2020 4:39 PM 

To; Wholley, David (FNIH) [T] < v6 

Cc: Tabak, Lawrence (NIH/OD) [E] < b6 
Subject: RE: Aviptadil Adjudication Meeting 
Thanks for the heads up on this. (b) (5) 
FC 

From: Wholley, David (FNIH) [T] v6 
Sent: Saturday, December 5, 2020 1:49 PM 

To: Collins, Francis (NIH/OD) [E] b6 

Cc: Tabak, Lawrence (NIH/OD) [E] b6 


Subject: FYI: Aviptadil Adjudication Meeting 


Dear Francis: 
(&) (4). (&) (5) 


COLL0000014852 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 12/7/2020 3:12:36 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836bSff4e9988e3770cfc7ee770-tabak!] 

Subject: FW: NHLBI platform trial 


Forwarding to you the salient part of this email chain. Suggest we discuss in war room tomorrow. 


From: Adam, Stacey (FNIH) [T] < b6 
Sent: Sunday, December 6, 2020 8:57 PM 
To: Wholley, David (FNIH) [T] < b6 


Subject: Fwd: NHLBI platform trial 


FYI 


Sent from my iPhone. Please excuse the brevity and typos. 


Begin forwarded message: 


From: "Lane, Cliff (NIH/NIAID) [E]" < b6 

Date: December 6, 2020 at 8:49:47 PM EST 

To: "Adam, Stacey (FNIH) [T]" < b6 

Cc: "Patterson, Amy (NIH/NHLBI) [E]" <amy. b6 
Subject: Re: NHLBI platform trial 


Any/Stacey, 
Thanks for the emails and identifying an immediate way forward. My sense is the general issue 


is best given to the ACTIV executive committee. That group contains Francis, Tony, Gary and 
Janet. | think they are in the best position to identify a clear path we can follow. 


Cliff 


On Dec 6, 2020, at 7:11 PM, Adam, Stacey (FNIH) [T] < b6 wrote: 


Dear Amy, 


Thank you for letting us know that ACTIV-4 has decided not to put a concept forward 
and that they are supportive of the ACTIV-3 team with the PETAL and CTSN reps leading 
their concept. | will send a note to the group who met Friday letting them know the 
team’s decision. 


As for the broader discussion of adjudicating which agents should go to which ACTIV 
trial after review by the ACTIV Agent Prioritization Committee subteams, | would be 


COLL0000014853 


happy to help arrange a time for us to continue the discussion of connection and 
collaboration between ACTIV and CONNECTS. Please just let me know when you would 
like me to get this scheduled. 


Finally, as for the communication with Janet, | will let Cliff weigh in on the timing for this 
and what discussions should occur ahead of that discussion. 


Thanks, 
Stacey 


Stacey J. Adam, PhD 
Director, Cancer 
h Partnerships 
b6 | Mobile: b6 


From: Patterson, Amy (NIH/NHLBI) [E] b6 

Sent: Sunday, December 6, 2020 6:31 PM 

To: Lane, Cliff (NIH/NIAID) [E] b6 >; Adam, Stacey (FNIH) [T] 
b6 


Subject: Re: NHLBI platform trial 


Dear Cliff and Stacey, 
(®) G) 


COLL0000014853 


) G) 


With these points in mind, | would propose that we have a discussion early this 
week to determine whether further communications are warranted and, if so, 
what kind, especially since Janet is aware and supportive of the plans for ACTIV 
4. Looking forward to speaking with you. 


Best Regards, 
Amy 


COLL0000014853 


From: 


Fauci, Anthony (NIH/NIAID) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=DF38103D75134F658AE2D356F0396B94-AFAUCI] 


Sent: 12/8/2020 2:21:55 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Gibbons, Gary (NIH/NHLBI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b71b953b50a5495ca0f2869ab13bc407 -gibbonsgh] 

cc; Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabak!]; Wood, Gretchen (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5d1e0e 1a8f76c1f-woodgs]) 

Subject: RE: Coordination between COVID clinical trial networks 

Flag: Follow up 

Francis: 

Thanks for the note. | would be happy to meet about this. My plus one would be (as you have guessed) 

Cliff Lane. 

Best, 

Tony 

From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Monday, December 7, 2020 5:53 PM 

To: Gibbons, Gary (NIH/NHLBI) [E] < b6 Fauci, Anthony (NIH/NIAID) [E] < b6 

Cc: Wholley, David (FNIH) [T] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 Wood, 

Gretchen (NIH/OD) [E] < b6 


Subject: Coordination between COVID clinical trial networks 


Hi Gary and Tony, 


(b) (5) 


'm ecing Gretchen and Ayanna to ask them to find a time for a 30 minute Zoom call. 


Francis 


COLL0000014868 


From: Freire, Maria (FNIH) (T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=8598D551D1D3455EAF14854C83F41D84-FREIREMC] 

Sent: 12/8/2020 6:11:41 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836bSff4e9988e3770cfc7ee770-tabak!] 


cc: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 
Subject: FW: Joe and | just got off our call with David Kaslow from the transition team 


Francis, Larry — David and Joe had a follow-up conversation with David Kaslow, a member of the Transition 
team. David’s note on the conversation is below. Best, M. 


From: Wholley, David (FNIH) [T] < b6 
Sent: Tuesday, December 8, 2020 12:53 PM 
To: Freire, Maria (FNIH) [T] < b6 

Cc: Menetski, Joseph (FNIH) [T] < b6 


Subject: Joe and | just got off our call with David Kaslow from the transition team 


David Kaslow called us this morning and asked for a quick conference call. 


(6) (4). (&) (5) 


Thanks, David 


David Wholley 

Senior Vice-President, Research Partnerships 

Foundation for the National Institutes of Health 
b6 

fhih.ore 

11400 Rockville Pike Suite 600 North Be! 


esda, MD 20852 


COLL0000014878 


In 2019, the FNIH carned the highest rating from Charity Navigator for the fifth consecutive year and was recognized 
as an organization that exceeds industry standards, 


COLL0000014878 


From: Tabak, Lawrence (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=02E 22836B5FF4E9988E3770CFC7EE770-TABAKL] 


Sent: 12/9/2020 1:28:16 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

Subject: FW: OWS Funds 

Flag: Follow up 

fyi 

From: "Freire, Maria (FNIH) [T]" < v6 

Date: Tuesday, December 8, 2020 at 7:51 PM 

To: "Tabak, Lawrence (NIH/OD) [E]" < b6 

Ce: "Anderson, James (NIH/OD) [E]" < b6 "Wholley, David (FNIH) [T]" 

< b6 “Menetski, Joseph (FNIH) [T]" < 


Subject: OWS Funds 


Larry, you will recall that a couple of weeks ago Kevin Bugin asked us to provide a budget that would allow the FNIH to 
continue its work on ACTIV. We just got word from Janet that Paul Mango has approved the funds. Needless to say we 
are absolutely delighted and greatly relieved! Please let us know if there is anything we need to do at this time. Best, 


Maria 


COLL0000014881 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 
Sent: 1/26/2021 11:07:12 PM 


To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 
ce: Melencio, Cheryl (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Menetski, Joseph (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1af52dc42427ea3d34fle072f8cb7-menetskijp] 


Subject: Accepted: HOLD PENDING CLEARANCE| Teleconference on Global Pandemic Surveillance and the ACTIV PPP 
Location: b6 Passcode: b6 #Dr.CollinsLeader:  b6 

Start: 1/27/2021 11:15:00 PM 

End: 1/27/2021 11:45:00 PM 


Show Time As: Busy 


COLL0000014888 


From: 


Sent: 
To: 


cc: 
Subject: 


Flag: 


Hi Francis. 


Freire, Maria (FNIH) (T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=8598D551D1D3455EAF14854C83F41D84-FREIREMC] 
12/9/2020 4:59:43 PM 

Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836bSff4e9988e3770cfc7ee770-tabak!] 

Quick note 


Follow up 


(b) (4). (b) (5) 
(b) (4), (®) S) 


| am happy to discuss further. All the best, Maria 


COLLO0000014907 


From: Freire, Maria (FNIH) (T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=8598D551D1D3455EAF14854C83F41D84-FREIREMC] 


Sent: 12/9/2020 5:41:23 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

ce Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836bSff4e9988e3770cfc7ee770-tabak!] 

Subject: RE: Quick note 

Flag: Follow up 


Thanks Francis! Much appreciated. And thanks for adding Joe —| kicked myself for not doing that! (2) 


From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Wednesday, December 9, 2020 12:36 PM 
To: Freire, Maria (FNIH) [T] < b6 

Ce: Tabak, Lawrence (NIH/OD) [E] < b6 


Subject: RE: Quick note 
Hi Maria, 


Thanks for flagging the issue. The wonderful collaborative spirit that has characterized the NIH and FNIH 
efforts on COVID-19 is one of the reasons we have made so much progress. | know that | depend heavily on 
the ability to reach out to David, Stacey, Joe, and Mike about emerging issues that have direct relevance to 
ACTIV. But | agree that this should not result in any of us taking this kind of support for granted. Please let me 
know if you encounter other examples that need to be addressed. 


Francis 

From: Freire, Maria (FNIH) [T] b6 

Sent: Wednesday, December 9, 2020 12:00 PM 
To: Collins, Francis (NIH/OD) [E] b6 

Cc: Tabak, Lawrence (NIH/OD) [E] b6 


Subject: Quick note 


Hi Francis. (b) (4). (b) (5) 
(&) ). (&) (5) 


COLL0000014909 


| am happy to discuss further. All the best, Maria 


COLL0000014909 


From: Menetski, Joseph (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=S5001AFS2DC4A427EA3D34F 1E072F8CB7-MENETSKIJP] 

Sent: 1/26/2021 11:21:50 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 


Subject: Accepted: *Teleconference on Global Pandemic Surveillance and the ACTIV PPP 
Location: bé Passcode: b6 #Dr.CollinsLeader’ b6 

Start: 1/27/2021 11:15:00 PM 

End: 1/27/2021 11:45:00 PM 


Show Time As: Busy 


COLLO0000014912 


From: McManus, Ayanna (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=BCFO6DE08BA845249B9B36AD216E237E-AMCMANUS] 
Sent: 12/9/2020 7:11:34 PM 
To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf}; Tabak, Lawrence (NIH/OD) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836bSff4e9988e3770cfc7ee770-tabak!]; Gibbons, Gary (NIH/NHLBI) [E] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=b71b953b50a5495ca0f2869ab13bc407 -gibbonsgh]; Fauci, Anthony 
(INIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d{38103d75 134f658ae2d35 6f0396b94-afauci); Wholley, David (FNIH) [T] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Adam, Stacey (FNIH) [T] 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Lane, Cliff (NIH/NIAID) [E] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane]; Patterson, Amy (NIH/NHLBI) 
(E) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=afad1ca74b3e449d8b4f319 1d65bb70f-pattersa] 


Subject: Discuss Coordination Between COVID Clinical Trial Networks 
Attachments: RE: Coordination between COVID clinical trial networks 
Location: Zoom 

Start: 12/11/2020 3:45:00 PM 

End: 12/11/2020 4:15:00 PM 


Show Time As: Tentative 


Required Collins, Francis (NIH/OD) (E]; Tabak, Lawrence (NIH/OD) [E]; Gibbons, Gary (NIH/NHLBI) [E]; Fauci, Anthony 
Attendees: (NIH/NIAID) [E]; Wholley, David (FNIH) [T]; Adam, Stacey (FNIH) [T]; Lane, Cliff (NIH/NIAID) [E]; Patterson, Amy 
(NIH/NHLBI) [E] 


Francis Collins is inviting you to a scheduled ZoomGov meeting. 


Join ZoomGov Meeting 
https: //nih. zoomgov.c b6 


Meeting ID: b6 

Passcode: b6 

One tap mobile 
Us (San Jose) 
us (New York) 


Dial by your location 
b6 us (San Jose) 


+ b6 us (New York) 

Meeting ID: b6 
Passcode: 6 
Find your local number: https://nih.zoomgov b6 
Join by sIP 
Join by H.323 

b6 (us West) 

(us East) 

Meeting ID: b6 


Passcode: b6 


COLL0000014917 


From: 


Fauci, Anthony (NIH/NIAID) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=DF38103D75134F658AE2D356F0396B94-AFAUCI] 


Sent: 12/8/2020 2:21:55 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Gibbons, Gary (NIH/NHLBI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b71b953b50a5495ca0f2869ab13bc407 -gibbonsgh] 

cc: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabakl]; Wood, Gretchen (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5d1e0e1a8f76c1f-woodgs]) 

Subject: RE: Coordination between COVID clinical trial networks 

Francis: 

Thanks for the note. | would be happy to meet about this. My plus one would be (as you have guessed) 

Cliff Lane. 

Best, 

Tony 

From: Collins, Francis (NIH/OD) [E] < be 

Sent: Monday, December 7, 2020 5:53 PM 

To: Gibbons, Gary (NIH/NHLBI) [E] < b6 Fauci, Anthony (NIH/NIAID) [E] < b6 

Cc: Wholley, David (FNIH) [T] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 Wood, 

Gretchen (NIH/OD) [E] < b6 


Subject: Coordination between COVID clinical trial networks 


Hi Gary and Tony, 


() (5) 


'm ccing Gretchen and Ayanna to ask them to find a time for a 30 minute Zoom call. 


Francis 


COLL0000014918 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 
Sent: 12/9/2020 10:46:09 PM 


To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 
ce: Appell, Evan [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=user7ee69e83]; Gonzalez, Nina [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854¢83f41d84-freiremc] 

Subject: 12.16 ACTIV EC and LT Meeting Proposed Agenda_20201209.pptx 

Attachments: 12.16 ACTIV EC and LT Meeting Proposed Agenda_20201209.pptx 


Hi Francis, please see the “annotated agenda” we propose for the Leadership Team meeting next week. The sub-bullets 

would not appear on the final agenda slide for the meeting; they just give you a sense of what would be covered in each 

segment. We are trying to get an early read on this so we can start producing slides. Would appreciate your feedback at 
your earliest convenience. 

Thanks, 

David 


COLL0000014927 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 12/10/2020 8:50:30 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836bSff4e9988e3770cfc7ee770-tabak!] 

cc: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e 1cf101c0943414-adamsj4] 

Subject: “Lessons learned" document proposed by OWS 


Hi Francis and Larry: 
(b) (4), (b) (5) 


Thanks, David 


David Whoiley 
Senior Vice-President, Research Partnerships 
Foundation for the National Institutes of Health 
b6 
fnih.org 
11400 Rockville Pike Suite 600 North Bethesda, MD 20852 


In 2019, the FNIH earned the highest rating from Charity Navigator for the fifih consecutive year and was recognized 
as an organigution that exceeds industry standards, 


COLL0000014942 


From: 
Sent: 
To: 
Subject: 


Location: 


Start: 
End: 


Menetski, Joseph (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=5001AFS2DC4A427EA3D34F 1E072F8CB7-MENETSKIJP] 
12/10/2020 10:27:32 PM 

Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 


Canceled: ACTIV Preclinical full working group 
https://fnih.zoom.us/j/96042403854 ?pwd=NEdrbGRvUjBPMVZLUjhCY2RqROQ2QT09 


12/18/2020 1:00:00 PM 
12/18/2020 2:00:00 PM 


Show Time As: Free 


Recurrence: 


Required 
Attendees: 


Optional 
Attendees: 


Weekly 
every Wednesday from 10:00 AM to 11:00 AM 
Hild, Sheri (NIH/OD) [E]; b6 b6 b6 
b6 b6 v6 b6 
b6 v6 b6 v6 
b6 b6 b6 b6 Parker, 
Ashley (NIH/OD) [E]; b6 Adams, Peter (OS/ASPR/BARDA); Rao, Srinivas; Qashu, 
Felicia (NIH/OD) [E]; Tomas Cihlar; Pitt, Margaret L CIV USARMY MEDCOM USAIVRIID (USA); Punturieri, Antonello 
(NIH/NHLBI) [E]; Charette, Marc (NIH/NHLBI) [E]; Fessel, Josh (NIH/NHLBI) [E]; b6 
b6 


Wholley, David (FNIH) [T]; Austin, Christopher 
(NIH/NCATS) [E]; Meee, Cheryl (FNIH) [T]; Colvis, Christine (NIH/NCATS) [E]; Desrosiers, Betsy; Hughes, Eric; 
Jansen, Kathrin; Kurilla, Michael (NIH/NCATS) [E]; Lowy, Douglas (NCI); Read, Sarah (NIH/NIAID) [E]; Tountas, Karen 
(FNIK) [T]; Santos, Michael (FNIH) [T]; Adam, Stacey (FNIH) [T]; James, Stephanie (FNIH) [T]; Alvarez, Rosa Maria; 
Kim, Elizabeth; Tolman, Brett; Wachtel, Jonathan; Prabhavathi Fernandes; Diamond, Michael; Rose Li; Dana 
Carluccio; Lagos, Enrique (NIH/NCATS) [E]; Jonson, Samantha (NIK/NCATS) [E]; Gonzalez, Nina; Simon, Dina (NIH/OD) 
[C]; Burrus-Shaw, Cyndi (NIH/OD) [E]; Rodriguez, Robin D; Dave Frankowski; Baric, Toni C; Lowy, Douglas (NIH/NCI) 
[E]; Florence, Clint (NIH/NIAID) [E]; Nancy Haigwood; Stratton, Benjamin; Gadbois, Ellen (NIH/OD) [E]; Anderson, 
James (NIH/OD) [E]; Hawk, Harrison; Mason, Stephen; Connelly, Sarah; b6 Lumsden, Joanne 
(NIH/NCATS) [C]; K C Kent Lloyd 


Changing time for preclinical WG 


Joseph Menetski is inviting you to a scheduled Zoom meeting. 


Join Zoom Meeting 


https://fnih.zoom.us/// b6 


Meeting ID: 


Passcode: 


b6 
b6 


One tap mobile 


Dial by your location 
b6 


US (Germantown) 
US (Chicago) 


US (Germantown) 
US (Chicago) 

US (New York) 

JS (San Jose) 

US (San Jose) 

US (Tacoma) 
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+ b6 US (Houston) 


Meeting b6 
Passcode: b6 
Find your local number: hitgs://faih.zoom.us/ b6 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 
Sent: 12/11/2020 12:43:50 PM 


To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

ley Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d55 1d1d3455eaf14854c83f41d84-freiremc] 

Subject: War Room Calls - January and Leadership Team Call - January 

Flag: Follow up 

Francis: 


Cheryl has reminded me we need to make a decision around now about what we are doing for 2021 ACTIV 

meetings. We currently have war room calls set up only through January 8. Shall we extend them? And shall we put a 
Leadership Team/EC combined meeting on the books for sometime mid-month as we did in December? 

Thanks, 

David 


From: Melencio, Cheryl (FNIH) [T] < b6 

Sent: Thursday, December 10, 2020 3:47 PM 

To: Wholley, David (FNIH) [T] < b6 

Cc: Menetski, Joseph (FNIH) [T] < b6 

Subject: War Room Calls - January and Leadership Team Call - January 


Should | extend these through the end of January. | have them set up now through January 8, 2021. 


Also, should we schedule a combined EC/Leadership team call for January? In looking at calendar this would fall on 
Inauguration Day January 20. Should we look at the following week, January 27? 


Cheryl 


Cheryl Melencio 


Administrative Manager, Research Partacrships 
Foundation for the National Institutes of Health 
b6 


fnih.org 
11400 Rockville Pike Suite 600 North Bethesda, MD 20852 


Donate to the FNIH’s Pandemic Response Fund to combat COVID-19: 


ENIH RANDEMIC 


RESPONSE FUND 
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From: b6 [ b6 


Sent: 5/3/2020 3:09:44 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

cc: Dolsten, Mikael [ b6 Prof Trevor M Jones CBE FMedSci [ b6 


Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Sogaard, Morten 
b6 

Subject: RE: OK to contact Joe Menetski to discuss opportunities for alignment/ collaboration on ACTIV activities? 


Hi Francis, 
Thank you. 


That is great — we have enjoyed very much working with whole FNIH team, David, Steve and Joe on the Gene therapy 
AMP project scoping. 
It is very nice to be connected again David —let’s follow up off-line on how we best proceed. 


A nice Sunday to everyone, 
b6 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Sunday, May 3, 2020 10:49 AM 

To; b6 b6 

Cc: Dolsten, Mikael < b6 Prof Trevor M Jones CBE FMedSci < b6 

Wholley, David (FNIH) [T] < b6 

Subject: [EXTERNAL] RE: OK to contact Joe Menetski to discuss opportunities for alignment/ collaboration on ACTIV 
activities? 


Hi b6 4, 


Thanks for your note. It would be great to have this connection — but let me suggest that you start with David 
Wholley (cc’d here), as he oversees all four of the ACTIV working groups. Joe is the program lead for the group 
on preclinical therapeutics/repurposing. 


Best, Francis 


From: b6 b6 

Sent: Sunday, May 3, 2020 10:46 AM 

To: Collins, Francis (NIH/OD) [E] < b6 

Cc: Dolsten, Mikael < v6 Prof Trevor M Jones CBE FMedSci < b6 
Sogaard, Morten < b6 

Subject: OK to contact Joe Menetski to discuss opportunities for alignment/ collaboration on ACTIV activities? 


Francis, 
| hope you are having a good weekend. 


Quick question: Would you be OK if I/we reached out to Joe Menetski, who | understand leads many of the ACTIV 
efforts. We have come to know Joe very well as a great collaborator on the AMP gene therapy initiative and It would be 


COLL0000018416 


very easy | think working informally with Joe to look a bit more under the hood and identify/ map opportunities for 
alignment with the other initiatives. 


All the Best, 
b6 
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From: Denny, Joshua (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CDB4626DABBB45AA8B8E5D21169344E6-DENNYJC] 


Sent: 5/3/2020 7:34:12 PM 

To: Mascola, John (NIH/VRC) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7f78b40a596b4ca4a2850a429d1ae3f2-jmascola] 

ce: Fauci, Anthony (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=df38103d75 134f658ae2d356f0396094-afauci]; Collins, Francis (NIH/OD) [E] 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Lane, Cliff (NIH/NIAID) [E] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Wholley, David (FNIH) [T] 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Tabak, Lawrence (NIH/OD) 
|E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak!]; Gebo, Kelly (NIH/OD) [G] 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=009cf99ae63f4f71b5b1204a73ded609-geboka]; Lowy, Douglas (NIH/NCI) [E] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=flb7b8fe4739478bb17840c56902718a-lowyd]; Devaney, Stephanie (NIH/OD) 
|) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=db0Gab0e6d1b406180a5f62d04d57dfc-devaneysa]; Adam, Stacey (FNIH) [T] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd87510679648859e1cf101c0943414-adamsj4]; Santos, Michael (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e 18ef4cc6952f65{80-santosmr]; Freire, Maria (FNIH) [T] 
'o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d55 1d1d3455eaf14854c83f41d84-freiremc); Tolman, Brett 

b6 

Subject: Re: crazy idea 


Flag: Follow up 


Happy to explore feasibility. As to demographics, essentially all the breakdowns on this website are for what we 
call “core participants” (with biospecimens and agreeing to share their EHRs), and 98.5% of our core 
participants right now are from HPOs. The population will grow slightly more diverse when you remove the 
1.5% non-HPO core participants. 


A brief overview: 

271k core participants (so about 266k from HPOs) 

Most all these will have biospecimens (DNA, plasma, serum, RNA, cell-free DNA) and have answer core 
survey questions on demographics, substance use, activities. All are consented for recontact. 

46% white, 22% black,17.5% Hispanic, 3% Asian, 6.4% more than one race 

59% women 

About 200k of those ~266k HPO participants currently have EHR data uploaded 

I’ve copied in the age distribution below. 


You can also explore the diagnoses, medications, survey answers, ete on this cohort via our data browser - the 
data in the data browser lag ~6 months from live but the percentages are likely similar. 


Best, 
Josh 
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18-29 12.4% 


30-39 15.1% 


50-59 


80-89 |e. 3.2% 


89+ } 0.3% 


On May 3, 2020, at 12:29 PM, Mascola, John (NIH/VRC) [E] < b6 wrote: 


We could ask for some basic information from Josh on All of Us HPO-based participants. Perhaps Mike 
and David could assist and we can discuss the concept in our ACTIV vaccine trails subgroup. 


Thanks, 

John 

From: Fauci, Anthony (NIH/NIAID) [E] < b6 

Sent: Sunday, May 3, 2020 10:30 AM 

To: Collins, Francis (NIH/OD) [E] < b6 

Ce: Mascola, John (NIH/VRC) [E] < bé Lane, Cliff (NIH/NIAID) [E] 

< b6 Wholley, David (FNIH) [T] < b6 Tabak, Lawrence (NIH/OD) [E] 
< b6 Denny, Joshua (NIH/OD) [E] < b6 Gebo, Kelly (NIH/OD) 
[G]< b6 Lowy, Douglas (NIH/NCI) [E] < b6 Devaney, Stephanie 
(NIH/OD) [E] < b6 Adam, Stacey (FNIH) [T] < v6 Santos, 
Michael (FNIH) [T] < v6 Freire, Maria (FNIH) [T] v6 


Subject: Re: crazy idea 


Sounds like there is great potential there. We should pursue its feasibility. 


On May 3, 2020, at 9:47 AM, Collins, Francis (NIH/OD) [E] b6 > wrote: 


Hi John, Cliff, and Tony, 
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As we contemplate ways to stand up a master protocol that could enroll 50 — 
100K participants in a multi-arm COVID-19 trial this summer, | wondered if there 
was a way that the Ail of Us program could serve effectively as a trials network. 
There are over 200,000 fully enrolled participants, they are highly diverse (over 
50% from racial and ethnic minorities), their EHRs are already available, we know 
a lot about their current medical state from questionnaires, we have banked 
blood specimens on them at Mayo, they are pre-consented for re-contact, and 
most of them are cared for at HPOs that could deliver the vaccine. Many of 
those HPOs are in coronavirus hot spots. 


See below — Josh Denny thinks there might be a way to make this work. What do 
you think? 


Francis 

From: Denny, Joshua (NIH/OD) [E] < b6 
Sent: Saturday, May 2, 2020 11:22 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Cc: Tabak, Lawrence (NIH/OD) [E] b6 


Subject: Re: crazy idea 
Hi Francis, 


This is exciting to hear! Fabulous to hear we may be approaching such a trial. Yes, | think 
they could be leveraged and would be excited to do so, NYC HPOs are really stretched 
thin (as we all know) but the need is so great that I'm pretty sure they’d do what they 
could. Many other sites also have available staff since we’ve paused in person activities 
that could help implement. 


There will be several covid related AoU announcements coming, starting next week, and 
we are making sure we are getting the covid-related ehr data. We certainly have a 
number of places where covid counts are high and a quick look is that some look like 
they haven't peaked yet. 


| suspect there would be a number of specific requests for the protocol beyond what 
AoU is already doing, but we would certainly also be able to build something to monitor 
for covid+ tests, hospitalizations, etc within the cohort as well, and could accelerate 
genetics and tests for prior antibodies if of interest. 


Also, if desired, we could offer to enroll vaccine trial participants at other sites as direct 
volunteers, and try things like HealthKit EHR uploads. 


Let me know what we could do to help Would be happy to take the temperature of a 
few bigger sites for “a potential covid RCT” if helpful, or anything else, and happy to get 


ona call anytime to discuss. 


Best, 
Josh 


Sent from my iPhone 


COLL0000018424 


On May 2, 2020, at 8:34 PM, Collins, Francis (NIH/OD) [E] 
b6 wrote: 


Hi Josh, 


Developments over the last week give me hope that we could 
accelerate the vaccine development program for COVID-19, though that 
is not completely public yet. 


If all goes well, we are going to need ~100,000 volunteers by July 1 to 
take part in a multi-arm adaptive vaccine trial, driven by a master 
protocol, that will compare three different vaccines plus a placebo 
control. Ideally, the sites for the trial should be in places where COVID- 
19 is still circulating, so that there will be sufficient power to assess 
efficacy. 


Do you see any way that the Al/ of Us HPO-based participants and their 
HPO institutions might be approached to take part in this historic 
endeavor? Consider that funding should not be a limitation. Having a 
very diverse set of volunteers would be essential. 


Francis 


COLL0000018424 


From: Tabak, Lawrence (NIH/OD) (E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=02E22836B5FF4E9988E3770CFC7EE770-TABAKL] 


Sent: 5/3/2020 8:39:31 PM 

To: Denny, Joshua (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cdb4626dabbd45aa8b8e5d21169344e6-dennyic] 

ley Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

Subject: Re: crazy idea 

Flag: Follow up 


Josh (just to you and Francis) 

Do you have any sense of SES of individuals from URM groups? Of course it is crucially important to enroll as diverse a 
population as possible. But the horrifying demography of covid-19 is likely just as much about zip code as it is genetic 
code. 


Larry 

From: "Denny, Joshua (NIH/OD) [E]" < b6 

Date: Sunday, May 3, 2020 at 3:34 PM 

To: "Mascola, John (NIH/VRC) [E]" < b6 

Ce: Anthony Fauci < v6 Francis Collins < b6 “Lane, Cliff (NIH/NIAID) [E]" 
< b6 "Wholley, David (FNIH) [T]" < b6 "Tabak, Lawrence (NIH/OD) [E]" 

< b6 "Gebo, Kelly (NIH/OD) [G]" < b6 “Lowy, Douglas (NIH/NCI) [E]" 
< b6 "Devaney, Stephanie (NIH/OD) [E]" < b6 "Adam, Stacey 
(FNIH) [T]" < b6 “Santos, Michael (FNIH) [T]" < b6 "Freire, Maria (FNIH) [T]" 
< b6 "Tolman, Brett" < b6 


Subject: Re: crazy idea 


Happy to explore feasibility. As to demographics, essentially all the breakdowns on this website are for what we call 
“core participants” (with biospecimens and agreeing to share their EHRs), and 98.5% of our core participants right now 
are from HPOs. The population will grow slightly more diverse when you remove the 1.5% non-HPO core participants. 


A brief overview: 

271k core participants (so about 266k from HPOs) 

Most all these will have biospecimens (DNA, plasma, serum, RNA, cell-free DNA) and have answer core survey questions 
on demographics, substance use, activities. All are consented for recontact. 

46% white, 22% black,17.5% Hispanic, 3% Asian, 6.4% more than one race 

59% women 

About 200k of those ~266k HPO participants currently have EHR data uploaded 

V’'ve copied in the age distribution below. 


You can also explore the diagnoses, medications, survey answers, etc on this cohort via our data browser - the data in 
the data browser lag ~6 months from live but the percentages are likely similar. 


Best, 
Josh 
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18-29 


30-39 


40-49 


50-59 


60-69 


70-79 


80-89 


89+ 


12.4% 


12.5% 


15.1% 


On May 3, 2020, at 12:29 PM, Mascola, John (NIH/VRC) [E] < b6 wrote: 


We could ask for some basic information from Josh on All of Us HPO-based participants. Perhaps Mike 
and David could assist and we can discuss the concept in our ACTIV vaccine trails subgroup. 


Thanks, 
John 


From: Fauci, Anthony (NIH/NIAID) [E] < 
Sent: Sunday, May 3, 2020 10:30 AM 


To: Collins, Francis (NIH/OD) [E] < 
Cc: Mascola, John (NIH/VRC) [E] 
< b6 


< 


[G]< 
(NIH/OD) [E] < 


Michael (FNIH) [T] < 
Subject: Re: crazy idea 


b6 
b6 


b6 
b6 
b6 Lane, Cliff (NIH/NIAID) [E] 
Wholley, David (FNIH) [T] < b6 Tabak, Lawrence (NIH/OD) [E] 
Denny, Joshua (NIH/OD) [E] < b6 Gebo, Kelly (NIH/OD) 
Lowy, Douglas (NIH/NCI) [E] < b6 Devaney, Stephanie 
Adam, Stacey (FNIH) [T] < b6 Santos, 
Freire, Maria (FNIH) [T] < b6 


Sounds like there is great potential there. We should pursue its feasibility. 


On May 3, 2020, at 9:47 AM, Collins, Francis (NIH/OD) [E] b6 wrote: 


Hi John, Cliff, and Tony, 
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As we contemplate ways to stand up a master protocol that could enroll 50 — 
100K participants in a multi-arm COVID-19 trial this summer, | wondered if there 
was a way that the All of Us program could serve effectively as a trials network. 
There are over 200,000 fully enrolled participants, they are highly diverse (over 
50% from racial and ethnic minorities), their EHRs are already available, we know 
a lot about their current medical state from questionnaires, we have banked 
blood specimens on them at Mayo, they are pre-consented for re-contact, and 
most of them are cared for at HPOs that could deliver the vaccine. Many of 
those HPOs are in coronavirus hot spots. 


See below — Josh Denny thinks there might be a way to make this work. What do 
you think? 


Francis 

From: Denny, Joshua (NIH/OD) [E] b6 

Sent: Saturday, May 2, 2020 11:22 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Cc: Tabak, Lawrence (NIH/OD) [E] b6 > 


Subject: Re: crazy idea 
Hi Francis, 


This is exciting to hear! Fabulous to hear we may be approaching such a trial. Yes, | think 
they could be leveraged and would be excited to do so. NYC HPOs are really stretched 
thin (as we all know) but the need is so great that I'm pretty sure they'd do what they 
could. Many other sites also have available staff since we’ve paused in person activities 
that could help implement. 


There will be several covid related AoU announcements coming, starting next week, and 
we are making sure we are getting the covid-related ehr data. We certainly have a 
number of places where covid counts are high and a quick look is that some look like 
they haven't peaked yet. 


| suspect there would be a number of specific requests for the protocol beyond what 
AoU is already doing, but we would certainly also be able to build something to monitor 
for covid+ tests, hospitalizations, ete within the cohort as well, and could accelerate 
genetics and tests for prior antibodies if of interest. 


Also, if desired, we could offer to enroll vaccine trial participants at other sites as direct 
volunteers, and try things like HealthKit EHR uploads. 


Let me know what we could do to help Would be happy to take the temperature of a 
few bigger sites for “a potential covid RCT” if helpful, or anything else, and happy to get 
ona call anytime to discuss. 


Best, 
Josh 


Sent from my iPhone 


COLL0000018425 


On May 2, 2020, at 8:34 PM, Collins, Francis (NIH/OD) [E] 
b6 > wrote: 


Hi Josh, 


Developments over the last week give me hope that we could 
accelerate the vaccine development program for COVID-19, though that 
is not completely public yet. 


If all goes well, we are going to need ~100,000 volunteers by July 1 to 
take part in a multi-arm adaptive vaccine trial, driven by a master 
protocol, that will compare three different vaccines plus a placebo 
control. Ideally, the sites for the trial should be in places where COVID- 
19 is still circulating, so that there will be sufficient power to assess 
efficacy. 


Do you see any way that the Al/ of Us HPO-based participants and their 
HPO institutions might be approached to take part in this historic 
endeavor? Consider that funding should not be a limitation. Having a 
very diverse set of volunteers would be essential. 


Francis 


COLL0000018425 


From: Denny, Joshua (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CDB4626DABBB45AA8B8E5D21169344E6-DENNYJC] 


Sent: 5/3/2020 10:51:08 PM. 

To: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak!] 

ley Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

Subject: Re: crazy idea 

Completely agree. Yes, we have low SES represented well - I'll send a graph that shows this later tonight. 


Sent from my iPhone 


On May 3, 2020, at 4:39 PM, Tabak, Lawrence (NIH/OD) [E] < b6 wrote: 


Josh (just to you and Francis) 

Do you have any sense of SES of individuals from URM groups? Of course it is crucially important to 
enroll as diverse a population as possible. But the horrifying demography of covid-19 is likely just as 
much about zip code as it is genetic code. 


Larry 

From: "Denny, Joshua (NIH/OD) [E]" < b6 

Date: Sunday, May 3, 2020 at 3:34 PM 

To: "Mascola, John (NIH/VRC) [E]" < b6 

Ce: Anthony Fauci < b6 .gov>, Francis Collins < b6 .gov>, "Lane, Cliff 
(NIH/NIAID) [E]" < b6 "“Wholley, David (FNIH) [T]'"< b6 

"Tabak, Lawrence (NIH/OD) [E]" < b6 "Gebo, Kelly (NIH/OD) [G]" 

< b6 "Lowy, Douglas (NIH/NCI) [E]" < b6 "Devaney, 
Stephanie (NIH/OD) [E]" < b6 "Adam, Stacey (FNIH) [T]" 

< b6 "Santos, Michael (FNIH) [T]" < b6 “Freire, Maria (FNIH) 
(TI"< b6 "Tolman, Brett" < b6 


Subject: Re: crazy idea 


Happy to explore feasibility. As to demographics, essentially all the breakdowns on this website are for 
what we call “core participants” (with biospecimens and agreeing to share their EHRs), and 98.5% of our 
core participants right now are from HPOs. The population will grow slightly more diverse when you 
remove the 1.5% non-HPO core participants. 


A brief overview: 

271k core participants (so about 266k from HPOs) 

Most all these will have biospecimens (DNA, plasma, serum, RNA, cell-free DNA) and have answer core 
survey questions on demographics, substance use, activities. All are consented for recontact. 

46% white, 22% black,17.5% Hispanic, 3% Asian, 6.4% more than one race 

59% women 

About 200k of those ~266k HPO participants currently have EHR data uploaded 

I've copied in the age distribution below. 


COLL0000018429 


You can also explore the diagnoses, medications, survey answers, etc on this cohort via our data 


browser - the data in the data browser lag ~6 months from live but the percentages are likely similar. 


Best, 
Josh 


<image001.png> 


On May 3, 2020, at 12:29 PM, Mascola, John (NIH/VRC) [E] < b6 
wrote; 


We could ask for some basic information from Josh on All of Us HPO-based 
participants. Perhaps Mike and David could assist and we can discuss the concept in our 
ACTIV vaccine trails subgroup. 


Thanks, 

John 

From: Fauci, Anthony (NIH/NIAID) [E] < b6 

Sent: Sunday, May 3, 2020 10:30 AM 

To: Collins, Francis (NIH/OD) [E] < b6 

Cc: Mascola, John (NIH/VRC) [E] < b6 Lane, Cliff (NIH/NIAID) [E] 
< b6 Wholley, David (FNIH) [T] < b6 Tabak, 
Lawrence (NIH/OD) [E] < v6 Denny, Joshua (NIH/OD) [E] 

< b6 Gebo, Kelly (NIH/OD) [G] < b6 Lowy, 
Douglas (NIH/NCI) [E] < b6 Devaney, Stephanie (NIH/OD) [E] 

< b6 Adam, Stacey (FNIH) [T] < b6 Santos, 
Michael (FNIH) [T] < b6 Freire, Maria (FNIH) [T] < v6 


Subject: Re: crazy idea 


Sounds like there is great potential there. We should pursue its feasibility. 


On May 3, 2020, at 9:47 AM, Collins, Francis (NIH/OD) [E] 
b6 > wrote: 


Hi John, Cliff, and Tony, 


As we contemplate ways to stand up a master protocol that could 
enroll 50 — 100K participants in a multi-arm COVID-19 trial this 
summer, | wondered if there was a way that the All of Us program 
could serve effectively as a trials network. There are over 200,000 
fully enrolled participants, they are highly diverse (over 50% from 
racial and ethnic minorities), their EHRs are already available, we 
know a lot about their current medical state from questionnaires, 
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we have banked blood specimens on them at Mayo, they are pre- 
consented for re-contact, and most of them are cared for at HPOs 
that could deliver the vaccine. Many of those HPOs are in 
coronavirus hot spots. 


See below — Josh Denny thinks there might be a way to make this 
work. What do you think? 


Francis 

From: Denny, Joshua (NIH/OD) [E] < b6 
Sent: Saturday, May 2, 2020 11:22 PM 

To: Collins, Francis (NIH/OD) [E] v6 

(Cc: Tabak, Lawrence (NIH/OD) [E] b6 


Subject: Re: crazy idea 
Hi Francis, 


This is exciting to hear! Fabulous to hear we may be approaching such a 
trial. Yes, | think they could be leveraged and would be excited to do so. 
NYC HPOs are really stretched thin (as we all know) but the need is so 
great that I'm pretty sure they'd do what they could. Many other sites 
also have available staff since we’ve paused in person activities that 
could help implement. 


There will be several covid related AoU announcements coming, starting 
next week, and we are making sure we are getting the covid-related ehr 
data. We certainly have a number of places where covid counts are high 
and a quick look is that some look like they haven’t peaked yet. 


I suspect there would be a number of specific requests for the protocol 
beyond what AoU is already doing, but we would certainly also be able 
to build something to monitor for covid+ tests, hospitalizations, ete 
within the cohort as well, and could accelerate genetics and tests for 
prior antibodies if of interest. 


Also, if desired, we could offer to enroll vaccine trial participants at 
other sites as direct volunteers, and try things like HealthKit EHR 
uploads. 


Let me know what we could do to help Would be happy to take the 
temperature of a few bigger sites for “a potential covid RCT” if helpful, 


or anything else, and happy to get on a call anytime to discuss. 


Best, 
Josh 


Sent from my iPhone 
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On May 2, 2020, at 8:34 PM, Collins, Francis (NIH/OD) 
(E] b6 wrote: 


Hi Josh, 


Developments over the last week give me hope that we 
could accelerate the vaccine development program for 
COVID-19, though that is not completely public yet. 


If all goes well, we are going to need ~100,000 
volunteers by July 1 to take part in a multi-arm adaptive 
vaccine trial, driven by a master protocol, that will 
compare three different vaccines plus a placebo 
control. Ideally, the sites for the trial should be in 
places where COVID-19 is still circulating, so that there 
will be sufficient power to assess efficacy. 


Do you see any way that the Ail of Us HPO-based 
participants and their HPO institutions might be 
approached to take part in this historic 
endeavor? Consider that funding should not be a 
limitation. Having a very diverse set of volunteers 
would be essential. 


Francis 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 


Sent: 2/11/2021 6:03:40 PM. 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

ce: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e 1cf101c0943414-adamsj4] 

Subject: FW: 2/17 EC and Leadership Team Meeting Agenda 

Attachments: ACTIV-6 Draft Synopsis VO.07_10FEB20211.docx 


Francis: 

Please see attached a slightly revised version of the ACTIV-6 summary you requested for your briefing with David 
Kessler. Based on further meetings with the teams this week, it contains a few changes to the budget categories and in 
the assumptions table—nothing major. 

Thanks, 

David 
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From: Santos, Michael (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=AB38CB6836DE44E 18EF4CC6952F65F80-SANTOSMR] 

Sent: 2/11/2021 7:55:32 PM. 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf]; Mascola, John (NIH/VRC) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7f78b40a596b4ca4a2850a429d1ae3f2-jmascola]; Wholley, David (FNIH) {T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Lowy, Douglas (NIH/NCI) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=f1b7b8fe4739478bb17840c56902718a-lowyd] 


cc: Fauci, Anthony (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=df38103d75 134f658ae2d356f0396b94-afauci] 

Subject: RE: Update on South Africa program 

Hi Francis, 


We had excellent presentations today at the Vaccines Working Group meeting on viral evolution from Trevor Bedford 
and Jesse Bloom, both of Fred Hutch, including a fair amount of contextual data from seasonal CoVs and flu. You may be 
interested in browsing their slides: 

e = https://bedford.lo/talks/sars-cov-2-molecular-evolution-activ/#/ (advance with space-bar or arrows) 

© https://slides.com/|bloom/sars-cov-2_activ 


In the discussion, Greg Glenn of Novavax commented on their trial data showing that seropositivity in South Africa did 
not correlate with a lower attack rate in the placebo arm or greater vaccine efficacy in the vaccine arm: i.e., prior 
infection seemed not to convey any protection against the 501Y.V2 (B.1.351) variant. They expect to have serum 
neutralization data confirming lower titers against V2 (which has already been seen for 501Y.V1 [B.1.1.7] in the UK). 


Finally, a few people did sound notes of optimism that, despite indications that some natural and vaccine-induced 
immunity may not protect against infection or mild/moderate disease with new strains, it is plausible that the immunity 
from 1*-gen strains and vaccines would still protect against hospitalization and more severe outcomes. 


Thanks, 
Mike 


Michael Santos, PhD 
Associate Vice President, Science | Foundation for the National Institutes of Health 


From: Mascola, John (NIH/VRC) [E] < b6 

Sent: Thursday, February 11, 2021 11:42 AM 

To: Collins, Francis (NIH/OD) [E] < b6 Santos, Michael (FNIH) [T] < b6 Wholley, David 
(ENIH) [T] < b6 Lane, Cliff (NIH/NIAID) [E] < b6 Lowy, Douglas (NIH/NCI) (E] 

< b6 

Ce: Fauci, Anthony (NIH/NIAID) [E] < bé6 


Subject: RE: Update on South Africa program 
Hi Francis, 


We are tracking and Tony is aware. This arose quickly after data that Az vaccine did not work in S. Africa. 
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Johnb 


From: Collins, Francis (NIH/OD) [E] bé 

Sent: Thursday, February 11, 2021 11:33 AM 

To: Santos, Michael (FNIH) [T] b6 Wholley, David (FNIH) [T] b6 Lane, Cliff 
(NIH/NIAID) [E] b6 *>; Mascola, John (NIH/VRC) [E] b6 ; Lowy, Douglas (NIH/NCI) 
{E] b6 


Subject: FW: Update on South Africa program 


Interesting 

From: Castillejos, Carlos [JJCUS] b6 

Sent: Thursday, February 11, 2021 11:18 AM 

To; Corey, Larry b6 > 

Ce: Collins, Francis (NIH/OD) [E] b6 Fauci, Anthony (NIH/NIAID) [E] b6 Stoffels, 
Paul [JJCUS] b6 


Subject: Update on South Africa program 
Dear Dr. Corey, 


I'm reaching out to provide a quick update on the status of our partnership with South African MoH in response to the 
emerging data regarding vaccine effectiveness on breakthrough variants. 


I'm glad to confirm that we have reached an agreement with BARDA to support the implementation of a Phase 3B 
clinical study to evaluate the impact of our COVID-19 vaccine in a cohort of up to 500,000 Healthcare workers 
volunteers. 


The study will be implemented in national vaccination centers, leveraging the infrastructure of our Ensempble1 study. 
South Africa Medical Research Council will be the study's regulatory sponsor and Professor Glenda Gray it's Principal 
Investigator. The study is a single-arm, open-label, pragmatic RWE study with the following endpoints: 


«Primary Endpoint 
e Hospitalizations or deaths in the cohort of HCWs 
* Secondary Endpoints 
* Incidence of symptomatic and severe SARS CoV-2 infections among vaccinated HCWs 
« Genetic diversity of breakthrough SARS CoV-2 infections 
* Serum neutralization and T-cell responses among vaccinees (estimated sub-set of 10,000) 
* Asymptomatic infection in a sub-set (10 000) of HCWs 
e Estimate vaccine uptake among HCWs in South Africa 


We have completed a contract with MRC for the study's execution, which will be called Sisonke (Together). The South 
African Regulatory agency (SAHPRA) has now approved the protocol and labels. 


The SA government will facilitate a plane to collect the first batches, which, pending approval of export/import permits, 
we aim to ship Belgium as early as Monday next week aiming to start enrolling volunteers in the following days. 


We expect that the SA President will announce this collaboration tonight during a media briefing. 
We want to thank you again for your invaluable advice and partnership to make this happen. 


Please let us know if you have comments or questions at any time, 
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Sincerely 


Carlos 


Carlos Castiliejos, MD, Sc.D. 
gy & External Atfairs 
Office of the Chiet Seiantifie € 


410 George Streot, GS1136 

w Brunswick, NJ 03933 

Phone b6 | Mobile + 6 I! b6 

This e-ria terion content nd may conta conden okay proveges intron tats inkentied ony fr the edna entty romedin te eel asess.f you or et he vende cape ata 


Believe you have received this ema transmission ia eter, pitase replyte the sender, so thet we con arrange for oroger delivery. and then please delete the messeae from your Inbox. The unauthorized wie, dasemination, 
Aste oution oF reproduction ofthis email, cluding attachments, i prohibited and enoy be unlawful. Recetst By anyone other than the intended recipients} nota waverol enyattomey/clent or ether privilege. Thank you, 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 
Sent: 5/4/2020 4:18:06 PM 
To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 
Subject: FW: ACTIV Response Partnership Leadership Team Meetings 


FYI 


From: Fuhrer, Nicole < b6 

Sent: Monday, May 4, 2020 12:15 PM 

To: Wholley, David (FNIH) [T] < b6 

Subject: ACTIV Response Partnership Leadership Team Meetings 


Dear David 
| hope you are doing well. 


Just wanted to let you know that | will only tentatively accept the upcoming ACTIV Response Partnership Leadership Team 
Meetings for John Tsai. 


Considering the late hour here in Europe he might not be able to join both calls but he will try his best. 
| hope you understand. Wishing you a nice rest of your day. 


With best regards 
Nicole 


Nicole Fuhrer 
Executive Assistant to Head GDD 


Novartis Pharma AG 
Global Drug Development 
Novartis Campus 

4002 Basel 
SWITZERLAND 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 


Sent: 5/4/2020 4:37:50 PM 
To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 
Subject: RE: Written agreements for ACTIV? 
) 6) 
From: Collins, Francis (NIH/OD) [E] < be 
Sent: Monday, May 4, 2020 12:15 PM 
To: Wholley, David (FNIH) [T] < b6 
Subject: Written agreements for ACTIV? 
Hi David, 
(b) (5) 
Francis 
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From: Woodcock, Janet [ b6 

Sent: 5/4/2020 4:42:39 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf]; Marks, Peter (FDA/CBER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b2e527dbda2b4a86b8d72f06b813d471-Marks?. fda] 


ce Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: RE: ACTIV leadership 

Flag: Follow up 


| don’t think that would work. I'm happy to have Peter do it, | am going to be very busy in my new role. Maybe you can 
invite me in my new role?? jw 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Monday, May 4, 2020 12:34 PM 

To: Woodcock, Janet < b6 Marks, Peter < b6 
Ce: Wholley, David N (NIH) < b6 

Subject: ACTIV leadership 


Hi Janet and Peter, 
We need to form an Executive Committee of the ACTIV partnership, to drive the agenda forward. Following the example 


of AMP, co-chairs from industry and government seem like a good idea — and so | have asked Paul Stoffels to serve as co- 
chair with me. He has agreed. 


(©) (4). (&) (5) 


Thanks, Francis 
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From: Marks, Peter b6 

Sent: 5/4/2020 4:51:22 PM 

To: Woodcock, Janet (FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9bc3fc3ebicf4887 9192 169bd7644e29-Janet.Woodc]; Collins, Francis 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938eS0d2ff0b6c2-collinsf] 


cc: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 
Subject: RE: ACTIV leadership 


Dear Francis and Janet, 
lam absolutely fine with having Janet take this on. No hurt feelings whatsoever! 
Thank you Janet. 


Best Regards, 
Peter 


From: Woodcock, Janet < b6 
Sent: Monday, May 4, 2020 12:43 PM 

To: Collins, Francis S (NIH) < b6 
Cc: Wholley, David N (NIH) < b6 
Subject: RE: ACTIV leadership 


Marks, Peter < b6 


| don’t think that would work. I’m happy to have Peter do it, | am going to be very busy in my new role. Maybe you can 
invite me in my new role?? jw 


From: Collins, Francis (NIH/OD) [E] b6 

Sent: Monday, May 4, 2020 12:34 PM 

To: Woodcock, Janet b6 Marks, Peter < v6 
Cc: Wholley, David N (NIH) < 6 


Subject: ACTIV leadership 
Hi Janet and Peter, 
We need to form an Executive Committee of the ACTIV partnership, to drive the agenda forward. Following the example 


of AMP, co-chairs from industry and government seem like 2 good idea — and so | have asked Paul Stoffels to serve as co- 
chair with me. He has agreed. 


() (4). (&) G) 


Thanks, Francis 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 


Sent: 5/4/2020 8:46:01 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

Subject: RE: ACTIV leadership 

Flag: Follow up 


Yes, please do so. And it will be fine. 


From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Monday, May 4, 2020 3:56 PM 

To: Wholley, David (FNIH) [T] < b6 
Subject: FW: ACTIV leadership 


Uh-oh. | didn’t realize she would need to do that. As | recall she was on the clinical trials capacity working 
group — right? Shall we ask her for someone else from FDA? 


FC 


From: Woodcock, Janet < b6 > 
Sent: Monday, May 4, 2020 3:23 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Cc: Wholley, David (FNIH) [T] < b6 

Subject: RE: ACTIV leadership 


Ok. | will have to drop off the working groups then. Jw 


From: Collins, Francis (NIH/OD) [E] b6 

Date: May 4, 2020 at 2:23:47 PM EDT 

To: Marks, Peter b6 Woodcock, Janet b6 
Cc: Wholley, David N (NIH) b6 


Subject: RE: ACTIV leadership 
Thanks to you both — Janet, you’re it!! 


Francis 


From: Marks, Peter b6 

Sent: Monday, May 4, 2020 12:51 PM 

To: Woodcock, Janet (FDA/CDER) b6 Collins, Francis (NIH/OD) [E] b6 
Cc: Wholley, David (FNIH) [T] b6 

Subject: RE: ACTIV leadership 


Dear Francis and Janet, 


| am absolutely fine with having Janet take this on. No hurt feelings whatsoever! 
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Thank you Janet. 


Best Regards, 


Peter 

From: Woodcock, Janet < b6 

Sent: Monday, May 4, 2020 12:43 PM 

To: Collins, Francis S (NIH) b6 Marks, Peter b6 
Cc: Wholley, David N (NIH) v6 > 


Subject: RE: ACTIV leadership 


| don’t think that would work. I'm happy to have Peter do it, | am going to be very busy in my new role. Maybe you can 
invite me in my new role?? jw 


From: Collins, Francis (NIH/OD) [E] b6 
Sent: Monday, May 4, 2020 12:34 PM 

To: Woodcock, Janet < b6é 

Cc: Wholley, David N (NIH) v6 
Subject: ACTIV leadership 


Marks, Peter b6 > 


Hi Janet and Peter, 
We need to form an Executive Committee of the ACTIV partnership, to drive the agenda forward. Following the example 


of AMP, co-chairs from industry and government seem like a good idea — and so | have asked Paul Stoffels to serve as co- 
chair with me. He has agreed. 


(b) (4), (b) (5) 


Thanks, Francis 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 


Sent: 5/4/2020 6:34:21 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

(ley Santos, Michael (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952165'80-santosmr] 

Subject: FW: we have a team at ready to talk to John - David you are connecting us, yes? 


Francis, fyi, late breaking. Mike | defer to Francis but | don’t see any reason to delay the 4PM call with Francis to go 
over the ACTIV slides for this. This is a side activity, if does not change what our plan is for ACTIV right now unless there 
is something here | am not seeing. 


David 


From: Santos, Michael (FNIH) [T] < b6 

Sent: Monday, May 4, 2020 2:30 PM 

To: Wholley, David (FNIH) [T] < b6 

Subject: FW: we have a team at ready to talk to John - David you are connecting us, yes? 
Importance: High 


Bumping this in your inbox in case you didn’t see it yet 

From: Santos, Michael! (FNIH) [T] 

Sent: Monday, May 4, 2020 2:07 PM. 

To; Wholley, David (FNIH) [T] b6 Anderson, Margaret b6 > 
Cc: Meagher, Beth b6 

Subject: RE: we have a team at ready to talk to John - David you are connecting us, yes? 

Importance: High 


Hi David and Margaret, 


| just got off the phone with John and Peter. John talked with Tony an hour ago, and it sounds like the plan has changed 
from this morning: 


The WH TF is visiting the VRC tomorrow and Tony and John will brief them on the vaccines plan. Tony will give the intro 
and turn it over to John to do the main presenting, 10-15 min mainly on vaccines and maybe some on mAbs. 


John is working on his slides now. He worked with Debbi for 7 years and said he has a good sense of what connects with 
her and what does not. | told him we’re at his service to help with slide production. He said that would be great, but he 
believes the WH advance team will be on him for the slides soon. 


Margaret: Heads up that we will likely get slide production help requests with extremely short turn-around, within a 
couple of hours. 


David: Should we delay the 4pm call by 5 min so that you can talk w/Francis 1:1 to ensure that everyone is on the same 
page about the plan? Or another way to connect w/Francis? 


Peter was grateful about the heads up, and wants to ensure that there is no daylight between what Tony/John says and 
what he says to that group. | told him we would keep him in the loop on slides. 
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Thanks, 
Mike 


Michael Santos, PhD 
Associate Vice President. Science | Foundation for the Nationa 


From: Anderson, Margaret b6 

Sent: Monday, May 4, 2020 1:24 PM 

To: Santos, Michael (FNIH) [T] b6 

Cc: Wholley, David (FNIH) [T] < v6 Meagher, Beth b6 

Subject: RE: we have a team at ready to talk to John - David you are connecting us, yes? 
Excellent. standing by. Text me if you need an answer immediately b6 
From: Santos, Michael (FNIH) [T] < b6é 

Sent: Monday, May 4, 2020 1:21 PM. 

To: Anderson, Margaret b6 

Cc: Wholley, David (FNIH) [T] b6 Meagher, Beth b6 


Subject: [EXT] RE: we have a team at ready to talk to John - David you are connecting us, yes? 
Hi Margaret, 
Great. | will arrange a time with John for the download and be in touch. 


Thanks, 
Mike 


Michael Santos, PhD 
Associate Vice President, Science | Foundation for the National Institutes of Health 


From: Anderson, Margaret b6 

Sent: Monday, May 4, 2020 1:17 PM 

To: Wholley, David (FNIH) [T] b6 Meagher, Beth b6 
Cc: Santos, Michael (FNIH) [T] b6 


Subject: RE: we have a team at ready to talk to John - David you are connecting us, yes? 


Sounds good. 
We have folks ready and will send you a budget estimate as well once we develop. 


From: Wholley, David (FNIH) [T] b6 

Sent: Monday, May 4, 2020 1:15 PM 

To: Anderson, Margaret < b6 >; Meagher, Beth b6 > 
Cc: Santos, Michael (FNIH) [T] b6 


Subject: [EXT] RE: we have a team at ready to talk to John - David you are connecting us, yes? 


Great. Mike is calling John and will make the connection. Mike should be on the calls. 


From: Anderson, Margaret < b6 

Sent: Monday, May 4, 2020 12:54 PM 

To: Wholley, David (FNIH) [T] b6 ; Meagher, Beth b6 
Subject: we have a team at ready to talk to John - David you are connecting us, yes? 
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Margaret Anderson 

Managing Director | Strategy & Analytics | Deloitte Consulting LLP 
Mobile: b6 b6 

She /her /hers 


p ge: www.deloitte.com/us/health-nonprofits 
Linkedin: www. linkedin.com/in/margaretaanderson/ 


This message (including any attachments) contains confidential information intended for a specific individual 
and purpose, and is protected by law. If you are not the intended recipient, you should delete this message and 
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From: Woodcock, Janet [ b6 

Sent: 5/4/2020 7:23:08 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

cc: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257 -wholleyd] 


Subject: RE: ACTIV leadership 


Ok. I will have to drop off the working groups then. Jw 


From: Collins, Francis (NIH/OD) [E] < 
Date: May 4, 2020 at 2:23:47 PM EDT 


To: Marks, Peter b6 
Ce: Wholley, David N (NIH) < 
Subject: RE: ACTIV leadership 


Thanks to you both — Janet, you're it!! 


Francis 


From: Marks, Peter < b6 

Sent: Monday, May 4, 2020 12:51 PM 

To: Wocdcock, Janet (FDA/CDER) < 

Cc: Wholley, David (FNIH) [T] < b6 
Subject: RE: ACTIV leadership 


Dear Francis and Janet, 


; Woodcock, Janet b6 
b6 


b6 Collins, Francis (NIH/OD) [E] < 


| am absolutely fine with having Janet take this on. No hurt feelings whatsoever! 


Thank you Janet. 


Best Regards, 


Peter 

From: Woodcock, Janet < b6 
Sent: Monday, May 4, 2020 12:43 PM 
To: Collins, Francis S (NIH) b6 
Cc: Wholley, David N (NIH) b6 


Subject: RE: ACTIV leadership 


>; Marks, Peter < b6 


| don’t think that would work. I’m happy to have Peter do it, | am going to be very busy in my new role. Maybe you can 


invite me in my new role?? jw 


From: Collins, Francis (NIH/OD) [E] 
Sent: Monday, May 4, 2020 12:34 PM 
To: Woodcock, Janet b6 


b6 


; Marks, Peter b6 
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Cc: Wholley, David N (NIH) b6 
Subject: ACTIV leadership 


Hi Janet and Peter, 
We need to form an Executive Committee of the ACTIV partnership, to drive the agenda forward. Following the example 


of AMP, co-chairs from industry and government seem like a good idea — and so | have asked Paul Stoffels to serve as co- 
chair with me. He has agreed. 


(b) 4), &) ) 


Thanks, Francis 
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